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FISCAL  YEAR  1991  RECONCILIATION  ISSUES 
RELATING  TO  MEDICARE  WASTE  AND  ABUSE 


THURSDAY,  JUNE  14,  1990 

House  of  Representatives, 
Committee  on  Ways  and  Means, 

Subcommittee  on  Health, 

Washington,  D.C. 
The  subcommittee  met,  pursuant  to  call,  at  9:40  a.m.,  in  room 
1310A,  Longworth  House  Office  Building,  Hon.  Fortney  Pete  Stark 
(chairman  of  the  subcommittee)  presiding. 
[The  press  release  announcing  the  hearing  follows:] 
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FOR  IMMEDIATE  RELEASE  PRESS  RELEASE  #32 

WEDNESDAY,   JUNE  6,    1990  SUBCOMMITTEE  ON  HEALTH 

COMMITTEE  ON  WAYS  AND  MEANS 
U.S.   HOUSE  OF  REPRESENTATIVES 
1102  LONGWORTH  HOUSE  OFFICE  BLDG. 
WASHINGTON,    D.C.  20515 
TELEPHONE:    (202)  225-7785 


THE  HONORABLE  PETE  STARK   (D. ,   CALIF.),  CHAIRMAN, 
SUBCOMMITTEE  ON  HEALTH,    COMMITTEE  ON  WAYS  AND  MEANS, 
U.S.   HOUSE  OF  REPRESENTATIVES, 
ANNOUNCES  A  HEARING  ON 
FISCAL  YEAR  1991  RECONCILIATION  ISSUES  RELATING  TO 
MEDICARE  WASTE  AND  ABUSE 


The  Honorable  Pete  Stark  (D. ,  Calif.),  Chairman,  Subcommittee 
on  Health,  Committee  on  Ways  and  Means,  U.S.  House  of 
Representatives,  announced  today  that  the  Subcommittee  will  hold  a 
hearing  on  fiscal  year  1991  budget  issues  relating  to  waste  and 
abuse  in  the  Medicare  program.     The  hearing  will  be  held  on 
Thursday,  June  14,  1990,  beginning  at  9:30  a.m.,  in  room  1310-A  of 
the  Longworth  House  Office  Building. 

The  hearing  will  consider  four  issues  relating  to  waste  and 
abuse  in  the  Medicare  program.     These  issues  are:  fiscal 
intermediary  and  carrier  activities,  effectiveness  of  the 
Professional  Review  Organizations'  prior  authorization  activities, 
cataract  surgery,  and  payments  for  erythropoietin  (EPO) . 

Oral  testimony  will  be  heard  from  invited  witnesses  only. 
However,  any  individual  or  organization  may  submit  a  written 
statement  for  consideration  by  the  Subcommittee  and  for  inclusion 
in  the  printed  record  of  the  hearing. 

BACKGROUND 

Fiscal  Intermediaries  and  Carriers:     Fiscal  intermediaries  and 
carriers  are  entities  that  process  Medicare  claims  under  contract 
with  the  Health  Care  Financing  Administration  (HCFA) .     In  addition 
to  processing  claims,  these  entities  are  also  responsible  for 
carrying  out  activities  to  control  waste  and  abuse  in  the  Medicare 
program.     These  activities  include:     pre-  and  post-payment  review 
of  claims  for  medical  necessity,  utilization  review,  collection  of 
amounts  due  from  private  health  insurance  policies  when  Medicare 
payment  is  secondary  to  the  private  plan,  and  identifying  potential 
fraud  and  abuse. 

Peer  Review  Organizations:     Peer  review  organizations,  or 
PROS,  are  private  entities  that  contract  with  HCFA  to  provide  peer 
review  of  the  quality  and  appropriateness  of  services  provided 
under  Medicare.     PROs  are  required  to  conduct  a  prior  authorization 
program  for  at  least  ten  common  elective  surgical  or  invasive 
procedures,  and  are  authorized  to  require  a  second  opinion  for 
these  procedures. 

In  addition,  PROs  also  review  hospital  admissions  and 
readmissions,  review  outlier  cases,  validate  patients'  Diagnosis- 
Related  Group  (DRG)  classifications,  and  conduct  various  reviews  of 
the  quality  of  medical  care. 

Cataract  Surgery;     Cataract  surgery  is  one  of  the  most  common 
surgical  procedures  paid  for  by  the  Medicare  program.  Cataract 
surgery  accounted  for  $1.7  billion  in  physician  payments  in  1987. 
Between  1985  and  1987,  the  volume  of  cataract  surgery  grew  at  a 
rate  of  30  percent  per  year.     More  recent  data  suggest  that  this 
rate  of  growth  has  slowed. 

Fees  for  cataract  surgery  were  reduced  by  the  Omnibus  Budget 
Reconciliation  Act  of  1986,  the  Omnibus  Budget  Reconciliation  Act 
of  1987,  and  the  Omnibus  Budget  Reconciliation  Act  of  1989.  Fees 
for  these  services  are  still  approximately  12  percent  overvalued, 
relative  to  what  the  fee  will  be  under  the  Resource-Based  Relative 
Value  Scale  (RB  RVS) . 
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Erythropoietin ;     Since  June  1989,  Medicare  has  covered 
recombinant  erythropoietin  (EPO)   for  end  stage  renal  disease 
(ESRD)  patients.     EPO  stimulates  the  production  of  red  blood 
cells  to  correct  anemia  associated  with  chronic  renal  failure. 

-Medicare 'Currently  pays  for  EPO  in  addition  to  the  composite 
rate  paid  to  dialysis  facilities  for  supplies  and  services 
commonly  used  during  treatment.     HCFA  established  the  payment 
rate  based  upon  a  variety  of  factors,  including  the 
^_ .jTmanufacturer 's  costs  and  the  expected  dosages. 

A  special  report  prepared  at  the  request  of  the  Subcommittee 
on  Health  by  the  Office  of  Technology  Assessment  (OTA) , 

Recombinant  Ervthropoietin:  Payment  Options  for  Medicare. 

reviewed  alternative  payment  policies  that  Medicare  might  adopt 
to  pay  for  the  biologic. 

DETAILS  FOR  SUBMISSION  OF  WRITTEN  COMMENTS; 

For  those  who  wish  to  file  a  written  statement  for  the 
printed  record  of  the  hearing,  six  (6)  copies  are  required  and 
must  be  submitted  by  the  close  of  business  on  Friday, 
June  29,   1990,  to  Robert  J.  Leonard,  Chief  Counsel,  Committee  on 
Ways  and  Means,  U.S.  House  of  Representatives,  1102  Longworth 
House  Office  Building,  Washington,  D.C.  20515.    An  additional 
supply  af  statements  may  be  furnished  for  distribution  to  the 
press  and  public  if  supplied  to  the  Subcommittee  office, 
-  1114  Longworth  House,  O-ffice  Building,  before  the  hearing  begins. 

FORMATTING  REOUIREMENTS ; 

Each  statement  presented  for  printing  to  the  Committee  by  a  witness,  any  written  statement  or  exhibit  submitted  for  the 
printed  record  or  any  written  comments  in  response  to  a  request  for  written  comments  must  conform  to  the  guidelines  listed  below. 
Any  statement  or  exhibit  not  in  compliance  with  these  guidelines  will  not  be  printed,  but  will  be  maintamed  in  the  Committee 
files  for  review  and  use  by  the  Committee. 

1 .  All  statements  and  any  accompanying  exhibits  for  printing  must  be  typed  in  single  space  on  legal-size  paper  and  may  not 
exceed  a  total  of  10  pages. 

2.  Copies  of  whole  documents  submitted  as  exhibit  material  will  not  be  accepted  for  printing.  Instead,  exhibit  material  should 
be  referenced  and  quoted  or  paraphrased.  All  exhibit  material  not  meeting  these  specifications  will  be  maintained  in  the 
Committee  files  for  review  and  use  by  the  Committee. 

3.  Statements  must  contain  the  name  and  capacity  In  which  the  witness  will  appear  or.  for  written  comments,  the  name  and 
capacity  of  the  person  submitting  the  statement,  as  well  as  any  clients  or  persons,  or  any  organization  for  whom  the  witness 
appears  or  for  whom  the  statement  is  submitted. 

4.  A  supplemental  sheet  must  accompany  each  statement  listing  the  name,  full  address,  a  telephone  number  where  the  witness 
or  the  designated  representative  maybe  reached  and  a  topical  outline  or  summary  of  the  comments  and  recommendations 
in  the  full  statement.  This  supplemental  sheet  will  not  be  included  in  the  printed  record. 

The  above  restrictions  and  limitations  apply  only  to  material  being  submitted  for  printing.  Statements  and  exhibits  or 
supplementary  material  submitted  solely  for  distribution  to  the  Members,  the  press  and  public  during  the  course  of  a  public  hearing, 
may  be  submitted  in  other  forms. 
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Chairman  Stark.  I  have  been  informed  by  the  minority  staff 
that  there  will  not  be  an  objection  for  us  to  proceed  while  we  wait 
for  some  members  of  the  minority,  who  had  earlier  obligations  this 
morning. 

The  Subcommittee  on  Health  of  the  Committee  on  Ways  and 
Means  is  going  to  talk  about  wise  pennies  and  foolish  pounds  this 
morning.  We  will  hear  that  the  administration  has  saved  millions 
in  Medicare  administration.  I  think  those  millions  were  saved  at 
the  cost,  perhaps,  of  billions  of  dollars  spent,  perhaps,  on  unneces- 
sary services. 

We  are  going  to  focus  on  four  issues:  Efforts  to  control  waste  and 
abuse  by  intermediaries  and  carriers;  the  reviews  of  unnecessary 
services  by  the  PRO's;  pa3nnents  for  the  drug  EPO;  and  cataract 
surgery. 

I  would  like  to  suggest  that  there  are  many  other  areas  which 
the  committee  could  direct  its  attention,  and  if  the  budget  summit 
goes  on  much  longer,  maybe  we  will  have  more  time  to  devote  to 
efforts  on  oversight  before  we  get  to  the  more  pressing  business  at 
hand  of  working  on  this  year's  savings. 

I  would  like  to  note  that  we  invited  Amgen  to  testify  on  pay- 
ments for  EPO,  and  that  has  a  special  significance  as  Medicare  is 
virtually  the  only  purchaser,  and  therefore  the  Government  has  a 
vested  interest — I  think  a  particular  interest — in  pajdng  a  reasona- 
ble rate  in  getting  its  money's  worth. 

Amgen  is  the  sole  producer  of  this  drug,  and  will  receive  over 
$100  million  this  year  from  the  Medicare  program.  I  am  disappoint- 
ed that  they  are  not  here  to  testify,  but  I  can  understand  their  re- 
luctance. 

My  theory  is  that  there  are  two  kinds  of  people  who  don't  want 
to  talk  about  their  business:  Those  whose  profits  are  so  unconscion- 
able they  don't  want  anybody  else  in  there,  or  those  that  are  doing 
so  poorly  they  are  embarrassed. 

I  suspect  Amgen's  case  is  the  former. 

Also,  today,  we  will  examine  the  use  of  cataract  surgery  and  the 
use  of  aggressive  marketing  techniques,  and  that  I  think  will 
unfold  and  be  self-explanatory. 

The  intermediaries  and  carriers  are  the  first  line  of  defense,  as  it 
were,  against  waste  and  abuse,  as  they  process  a  half  a  million 
claims  a  year.  They  are  supposed  to  audit  provider's  cost  reports 
and  collect  payments  from  private  insurers  when  Medicare  pay- 
ment is  secondary. 

Both  the  lack  of  resources  and  perhaps  our  own  lack  of  oversight 
are  producing  less  than  adequate  results.  We  are  having  fewer 
audits.  Many  hospitals  haven't  been  audited  for  years.  Many  nurs- 
ing homes  and  home  health  agencies  have  also  never  been  audited. 

I  suspect  that  may  have  been  the  case  in  the  savings  and  loan 
industry— we  even  audited  the  bad  ones  and  look  at  how  much  we 
lost.  You  operate  in  this  area  and  know  you  are  not  going  to  be 
audited,  so  the  climate  for  inefficiency  is  there. 

Lack  of  resources  also  limits  the  ability  to  review  claims  for  ap- 
propriateness, and  that  certainly  takes  a  distinct  expertise.  Where 
most  of  us,  certainly  in  the  legislative  end — and  I  am  sure  in  the 
administrative  end — are  not  experts  in  the  medical  profession,  we 
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must  rely  very  heavily  on  these  review  groups.  To  cut  back  on 
their  efforts  seems  to  me  to  be  self-defeating. 

We  will  hear  from  the  GAO  that  Medicare  is  losing  as  much  as 
$200  million  in  payer  recoveries  due  to  cutbacks  in  resources  avail- 
able for  monitoring  this  activity.  PRO's  are  second  in  defense 
against  waste  and  abuse,  and  we  are  spending  over  $300  million 
each  year  to  review  cases  by  PRO's,  and  we  see  little  if  any  tangi- 
ble results  from  that  effort. 

pro's  are  required  to  prior  authorize  certain  procedures,  and 
their  review  rarely  leads  to  a  denial  of  inappropriate  services. 

The  Office  of  the  Inspector  General  will  show  there  are  no  justifi- 
cations for  many  procedures  that  have  been  authorized,  and  the 
review  process  is  totally  ineffective. 

It  seems  to  me  the  committee  might  want  to  turn  its  attention  to 
correct  that.  This  deemphasis  on  program  integrity  is  not  an  acci- 
dent. For  the  past  10  years,  the  oversight  functions  of  the  Federal 
Government  have  been  under  constant  attack  by  the  Reagan  ad- 
ministration. They  said  the  Government  is  too  big  and  too  intru- 
sive, and  the  result  is  that  we  let  billions  slip  away  in  waste. 

Contractor  budgets  have  been  reduced  on  a  per-claim  basis  with 
no  recognition  of  the  effects  of  inflation.  Between  1986  and  1991, 
Medicare  benefits  increased  by  27  percent.  And  during  that  same 
period,  the  process  has  declined  by  20  percent. 

One  would  think  the  lessons  from  HUD  and  the  savings  and  loan 
scandal  would  be  clear  to  the  current  administration.  They  might 
have  learned  that  cutbacks  in  auditing  will  lead  to  $600  bedpans. 
There  is  no  substitute  for  careful  management  of  the  taxpayers' 
dollars.  And  protecting  the  financial  integrity  of  Medicare  must 
have  a  high  priority. 

In  addition  to  the  general  issue  of  waste  and  abuse,  we  will  also 
examine  payments  for  EPO,  which  is  an  acronym  for  er5d:hropoi- 
etin,  and  is  very  important  to  many  of  the  people  who  have  kidney 
disease  or  failure. 

HCFA  initiated  pajonents  for  EPO  when  used  to  treat  end-stage 
renal  disease  patients  with  anemia.  They  established  a  payment 
rate  of  $40  for  10,000  units  or  less. 

Before  the  payment  method  and  rate  was  announced,  the  Chair 
expressed  its  concern  that  HCFA  negotiate  a  good  rate  for  taxpay- 
ers, given  two  factors:  Medicare  beneficiaries  are  the  sole  purchas- 
ers of  the  drug,  and  utilization  of  the  drug  was  likely  to  be  50  per- 
cent or  higher. 

Today,  we  will  hear  that  the  concerns  expressed  were  well-found- 
ed. According  to  the  Office  of  the  Inspector  General,  dialysis  facili- 
ties are  making  enormous  profits  administering  this  wonderful 
drug,  given  the  method  and  price  set  by  HCFA. 

The  OTA  will  also  report  that  facilities  stand  to  gain  a  profit  of 
$9  per  treatment  per  patient.  There  just  may  be  a  much  better  way 
to  handle  this  drug. 

Finally,  we  will  hear  testimony  relating  to  cataract  surgery 
where  some  practitioners  use  aggressive  marketing  techniques  to 
attract  patients.  These  techniques  seem  to  me  only  to  be  overshad- 
owed by  encyclopedia  salesmen  and  cosmetic  and  dinnerware  par- 
ties. 
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The  inspector  general  has  found  evidence  that  these  high-volume 
operations  tend  to  have  high  rates  of  unnecessary  surgery  and  pro- 
vide poor  quality  care.  This  testimony  should  be  of  interest  to  all, 
and  I  appreciate  the  witnesses  who  have  come  forth. 

[The  prepared  opening  statement  of  Chairman  Stark  follows:] 
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THE  HONORABLE  PETE  STARK,  CHAIRMAN 
SUBCOMMITTEE  ON  HEALTH, 
COMMITTEE  ON  WAYS  AND  MEANS 

HEARING  ON 

MEDICARE  WASTE  AND  ABUSE 


June  14,  1990 


Good  morning. 

The  theme  for  today's  hearing  is  penny-wise  and  pound 
foolish. 

We  will  hear  how  the  Reagan  Administration  saved 
millions  in  Medicare  administration  at  the  cost  of  billions 
of  dollars  spent  on  unnecessary  services. 

This  hearing  will  focus  on  four  issues:  efforts  to 
control  waste  and  abuse  by  the  intermediaries  and  carriers; 
reviews  of  unnecessary  services  by  the  PROs;  payments  for 
the  drug  EPO;  and  cataract  surgery. 

Before  proceeding,  I  would  like  to  note  that  the 
Subcommittee  invited  Amgen  to  testify  on  payments  for  EPO. 
Medicare,  as  virtually  the  sole  purchaser  of  EPO,  has  a 
vested  interest  in  paying  a  reasonable  rate  and  getting  its 
money's  worth.     Amgen  is  the  sole  producer  of  this  new  drug, 
and  will  receive  over  $100  million  dollars  this  year  from 
the  Medicare  program.     I  am  disappointed  that  they  are  not 
here  to  testify  this  morning. 

Today's  hearing  also  will  examine  the  issue  of  cataract 
surgery.     Using  aggressive  marketing  techniques,  some 
cataract  surgeons  are  making  millions  at  the  taxpayers' 
expense. 

Medicare's  fiscal  intermediaries  and  carriers  are  the 
first  line  of  defense  against  waste  and  abuse.     In  addition 
to  processing  over  500  million  claims  each  year,  these 
contractors  are  supposed  to  audit  providers'  cost  reports, 
review  claims  for  medical  appropriateness,  and  collect 
payments  from  private  insurers  when  Medicare  payment  is 
secondary. 

A  critical  lack  of  resources  is  strangling  intermediary 
and  carrier  efforts  to  control  waste  and  abuse. 

Provider  audits  are  being  cut.     Many  hospitals  aren't 
audited  for  years.     Some  nursing  homes  and  home  health 
agencies  have  never  been  audited. 

Lack  of  resources  is  also  strangling  carriers  efforts 
to  review  claims  for  medical  appropriateness.     When  the 
backlog  of  claims  failing  computer  screens  becomes  too  large 
for  the  small  staff  assigned  to  utilization  review,  carriers 
are  just  pushing  the  button  to  pay  these  questionable 
claims. 

GAO  will  report  that  Medicare  is  losing  as  much  as  $200 
million  in  secondary  payer  recoveries  due  to  cutbacks  in  the 
resources  available  for  this  activity. 

Peer  Review  Organizations  are  a  second  line  of  defense 
against  waste  and  abuse.     Medicare  is  spending  over  $300 
million  each  year  to  review  cases  with  little  tangible 
effect. 
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While  PROS  are  required  to  prior  authorize  certain 
procedures,  their  review  rarely  leads  to  a  denial  of 
inappropriate  services.     The  Office  of  the  Inspector  General 
will  show  that  there  is  no  apparent  justification  for  many 
of  the  procedures  that  have  been  prior  authorized,  and  that 
the  review  process  is  totally  ineffective. 

This  deemphasis  of  program  integrity  activities  is  not 
an  accident. 

Over  the  past  10  years,  the  basic  oversight  functions 
of  the  Federal  government  were  under  constant  attack  by  the 
Reagan  Administration.     They  said  that  the  government  was 
"too  big"  and  "too  intrusive" — and  gave  us  a  government  that 
lets  billions  slip  away  in  waste. 

Contractor  budgets  have  been  reduced  on  a  per  claim 
basis,  with  no  recognition  of  the  effects  of  inflation. 
Between  1986  and  1991,  Medicare  benefits  increased  by  27%  in 
real  terms.     During  the  same  time  period,  the  amount  spent 
per  claim  for  processing  and  payment  safeguard  activities  in 
real  dollars  has  declined  by  nearly  20  percent. 

The  lessons  of  the  HXJD  and  S&L  debacles  can  not  be 
clearer.     I  fear  with  the  cutbacks  in  auditing  that  for 
every  $600  toilet  seat  the  Pentagon  bought.  Medicare  has 
bought  a  $600  bedpan. 

There  is  no  substitute  for  careful  management  of  the 
taxpayers'  dollars.     Protecting  the  financial  integrity  of 
Medicare  must  have  a  higher  priority. 

In  addition  to  the  general  issue  of  waste  and  abuse, 
this  hearing  will  also  examine  Medicare  payments  for 
erythropoietin  (EPO)  and  cataract  surgery. 

At  about  this  time  last  year,  HCFA  initiated  payments 
for  EPO  when  used  to  treat  end  stage  renal  disease  patients 
with  anemia.     HCFA  established  a  payment  rate  of  $40  for 
10,000  units  or  less. 

Before  the  payment  method  and  rate  was  announced,  I 
expressed  my  concern  that  HCFA  negotiate  a  good  rate  for  the 
taxpayers,  given  two  factors: 

*  Medicare  and  its  beneficiaries  are  sole  purchasers 
of  the  drug  marketed  by  a  sole  producer 

*  Utilization  of  drug  was  likely  to  50  percent  or 
higher. 

Today,  we  will  hear  that  my  concerns  were  well-founded. 
According  to  the  Office  of  the  Inspector  General,  dialysis 
facilities  are  making  enormous  profits  from  administering 
this  wonder  drug,  given  the  method  and  price  set  by  HCFA. 

The  Office  of  Technology  Assessment  will  also  report 
that  facilities  stand  to  profit  $9  per  treatment  per 
patients. 

There  must  be  a  better  way  to  buy  and  administer  this 

drug. 

Finally,  we  will  hear  testimony  relating  to  cataract 
surgery.     There  are  some  surgeons  who  use  aggressive 
marketing  to  attract  patients  for  cataract  surgery.  Over 
250  ophthalmologists  bill  Medicare  for  over  $1  million  each 
year.     The  Inspector  General  has  found  evidence  suggesting 
that  these  high  volume  operations  tend  to  have  higher  rates 
of  unnecessary  surgery  and  provide  poorer  quality  care. 

I  look  forward  to  hearing  the  testimony  of  our 
witnesses  on  these  matters. 
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Chairman  Stark.  Do  my  colleagues  have  anjrthing  to  add?  Mr. 
Levin. 

Mr.  Levin.  Thank  you,  Mr.  Chairman,  and  thank  you  for  holding 
this  hearing  and  all  the  work  that  went  into  it  by  our  distinguished 
staff.  The  issues  we  will  address  in  this  hearing  are  issues  we  will 
grapple  with  in  coming  years  as  Medicare  costs  escalate  and  the 
need  to  control  those  costs  grows. 

For  those  of  us  involved  in  making  Medicare  more  cost-effective, 
there  is  concern  about  the  volume,  quality,  and  necessity  of  surgery 
and  immediate  procedures. 

Several  months  ago,  there  was  a  series  in  the  Detroit  News  that 
featured  high-volume  cataract  surgery  practices  that  employ,  as 
the  chairman  mentioned,  aggressive  marketing  techniques,  includ- 
rdng  but  not  limited  to  dispatching  van  fleets  to  bring  back  patients 
to  surgeries,  and  bonuses  paid  to  technicians  who  encourage  pa- 
tients to  undergo  the  surgery.  It  also  raised  questions  about  the  ne- 
cessity of  the  procedures  and  the  quality  that  is  provided  in  high- 
volume  practices. 

I  was  disturbed  by  the  material  in  the  Detroit  News  articles. 
Most  ophthalmologists  do  not  engage  in  those  practices. 

Today,  cataract  surgery  is  serving  as  a  case  study  in  reviewing 
the  larger  issues,  and  this  is  important  to  emphasize.  While  this 
hearing  will  speak  mainly  to  possible  abuses  in  cataract  surgery, 
we  can  expect  similar  problems  in  other  medical  specialties,  thus 
this  hearing  is  about  broader  issues  and  trends  that  concern  us, 
and  not  an  attempt  to  single  out  one  area  of  medical  practice. 

Mr.  Chairman,  and  colleagues,  I  look  forward,  as  you  do,  to  the 
testimony  that  we  will  soon  be  hearing. 

Chairman  Stark.  We  have  quite  a  few  witnesses  today,  and  I  am 
going  to  ask  all  of  the  witnesses  if  they  will  please  not  read  their 
prepared  statements.  Their  prepared  statements,  without  objection, 
will  appear  in  the  record  in  their  entirety,  and  unless  they  are  very 
short — many  of  us  have  had  an  opportunity  to  read  the  testimony 
ahead  of  time — it  would  be,  I  think,  of  great  interest  to  the  commit- 
tee and  to  our  guests  if  you  could  summarize  and/or  expand  on 
your  statements. 

I  would  say  that  a  good  voluntary  shot  would  be  around  7  min- 
utes. And  we  will  try  and  hold  our  questioning  to  a  fairly  brief 
period  so  that  those  who  come  later  in  the  program  will  not  have 
such  a  long  wait. 

With  that  admonition  directed  at  all  of  the  witnesses,  and  not 
just  necessarily  our  first  panel,  I  have  the  pleasure  of  welcoming 
back  Janet  Shikles,  the  Director  of  Health  Financing  and  Policy 
Issues  at  the  General  Accounting  Office.  She  is  accompanied  by 
Terry  Davis,  the  Assistant  Director  for  Medicare  Issues. 

Also,  Michael  Mangano,  the  Deputy  Inspector  General  in  the  De- 
partment of  Health  and  Human  Services.  He  is  accompanied  by 
Gary  Kramer  of  the  Office  of  Audit  Services. 

Finally,  Dr.  Roger  Herdman,  the  Assistant  Director  of  the  Office 
of  Technology  Assessment;  and  Dr.  Herdman  is  accompanied  by 
Ms.  Jane  Sisk,  a  relative  of  the  great  John  Sisk?  Played  halfback 
for  the  Chicago  Bears  before  you  were  born.  A  bit  of  trivia. 

Would  you  all  like  to  proceed  in  the  order  I  called  your  name? 
Welcome  to  the  committee. 
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STATEMENT  OF  JANET  L.  SHIKLES,  DIRECTOR  OF  HEALTH  FI- 
NANCING AND  POLICY  ISSUES,  HUMAN  RESOURCES  DIVISION, 
U.S.  GENERAL  ACCOUNTING  OFFICE,  ACCOMPANIED  BY  TER- 
ENCE J.  DAVIS,  ASSISTANT  DIRECTOR  FOR  MEDICARE  ISSUES 

Ms.  Shikles.  Thank  you,  Mr.  Chairman,  and  members  of  the  sub- 
committee. 

We  are  very  pleased  to  be  here  today  to  discuss  our  current  ef- 
forts to  assess  the  vulnerability  of  the  Medicare  program  to  waste, 
abuse,  and  mismanagement. 

As  the  chairman  noted,  our  work  is  focused  on  the  insurance 
companies  that  contract  with  the  Government  to  process  and  pay 
claims  for  Medicare-covered  services.  Although  we  are  in  the  very 
early  stages  of  our  work,  our  information  to  date  suggests  there 
has  been  serious  deterioration  in  the  Medicare  contractors'  ability 
to  assure  accuracy  of  program  payments. 

Our  particular  concern  has  to  do  with  inadequate  funding  for  the 
pajmient  safeguard  activities.  These  funds  have  been  cut  from  $358 
million  in  1989  to  about  $332  million  in  1990. 

Using  the  administration's  own  estimates,  as  a  result  of  these 
cuts,  savings  from  specific  safeguard  activities  are  expected  to  drop 
by  about  $500  million  for  1990. 

I  would  like  to  briefly  outline  some  of  the  problems  we  have  seen 
in  the  payment  safeguard  areas.  One  of  the  first  areas  is  medical 
and  utilization  review.  Because  of  funding  cuts,  intermediaries  are 
basically  cutting  their  staff  in  half.  As  a  result,  they  are  lajdng  off 
a  lot  of  nurse  reviewers. 

Consequently,  they  find  there  is  no  point  in  running  many  of 
their  edits  and  screens,  because  there  is  no  nurse  available  to  ana- 
lyze all  the  claims  that  have  been  kicked  out. 

As  an  example,  one  intermediary  we  visited  in  California  had  its 
funding  cut  from  about  $7  to  $3  million.  About  22  nurse  reviewers 
were  laid  off.  The  intermediary  subsequently  took  actions  to  deal 
with  this  staffing  reduction. 

These  actions  included  recently  shutting  off  screens  that  had  pro- 
duced about  $300,000  in  savings  a  month.  In  general,  the  contrac- 
tors have  told  us  because  the  provider  community  is  aware  of 
which  screens  are  being  used,  and  those  eliminated  the  Medicare 
program  are  vulnerable  to  overpayment. 

The  second  major  payment  safeguard  activity  involves  interme- 
diary audits  of  cost  reports.  We  are  concerned  that  only  a  small 
percentage  of  Medicare  cost  reports  are  being  audited  each  year. 
As  a  result,  billions  of  dollars  in  costs  claimed  by  smaller  providers 
are  never  audited. 

As  one  example,  one  intermediary  audit  staff  will  audit  only  12 
of  its  190  providers  this  year.  Many  providers  are  never  audited. 

We  are  concerned  that  shortcomings  in  this  process  give  provid- 
ers an  incentive  to  inflate  their  cost  reports.  With  the  reduction  in 
number  of  audits,  it  is  likely  many  of  these  reports  will  never  be 
audited. 

Further,  even  if  the  cost  report  is  audited,  it  may  take  2  years 
before  settlement.  Consequently,  if  the  auditors  find  an  overpay- 
ment, which  they  almost  always  do,  the  provider  repays  only  the 
overpayment  without  interest. 
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The  third  area  of  concern  deals  with  other  insurers  that  are  the 
primary  payer,  rather  than  Medicare.  In  our  current  survey,  look- 
ing at  contractors,  we  are  finding  a  backlog  of  claims  where  Medi- 
care paid  a  claim  that  was  the  responsibility  of  another  insurer. 
For  example,  in  Maryland,  we  found  about  3,300  claims  that  need 
to  be  resolved,  representing  about  $9  million  in  overpayments  by 
Medicare. 

HCFA  agrees  with  our  preliminary  estimate  that  nationwide, 
there  are  about  $200  million  in  potential  Medicare  overpayments. 
What  is  ironic  is  while  the  contractors  have  seen  a  cut  in  their 
funds,  the  contingency  part  of  the  Medicare  contractor  budget  has 
been  increasing.  It  increased  from  $20  million  in  fiscal  year  1985  to 
$100  million  in  1990,  and  the  administration  has  asked  for  $173 
million  in  the  fiscal  year  1991  budget.  This  represents  about  12  per- 
cent of  the  total  contractor  budget. 

Although  this  fund  has  grown  rapidly,  money  from  it  has  not 
been  used  since  1988.  HCFA  asked  for  funds  to  be  released  in  1989, 
but  0MB  refused. 

HCFA  said  they  do  not  plan  to  ask  for  the  release  of  any  contin- 
gency funds  in  1990,  even  though  a  number  of  contractors  have 
told  HCFA  that  they  need  additional  funding. 

Contingency  funds  not  released  are  returned  to  the  Medicare 
trust  fund. 

In  summary,  in  the  past,  we  have  recommended  several  areas 
where  you  could  improve  program  safeguards  and  expect,  as  part 
of  our  ongoing  work,  we  will  come  up  with  several  more  recommen- 
dations to  make  these  areas  more  efficient. 

However,  we  are  concerned  about  the  inadequate  funding  of 
these  functions.  We  believe  that  it  makes  little  sense  to  take  away 
funds  from  safeguard  activities  that  returned  $4  billion  to  the  Med- 
icare program  in  1989,  or  basically  about  $11  for  every  dollar  in- 
vested in  these  activities. 

Two  options  for  increasing  funding  include  providing  appropriat- 
ing additional  funds  for  contractor  safeguard  activities,  or  using 
some  of  the  contingency  funds. 

Mr.  Chairman,  this  concludes  my  statement.  I  will  be  happy  to 
answer  any  questions. 

[The  statement  of  Ms.  Shikles  follows:] 
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STATEMENT  OF  JANET  L.  SHIKLES,  DIRECTOR, 
HEALTH  FINANCING  AND  POLICY  ISSUES,  HUMAN  RESOURCES  DIVISION 
U.S.  GENERAL  ACCOUNTING  OFFICE 

Mr.  Chairman  and  Members  of  the  Subcommittee: 

We  are  pleased  to  be  here  today  to  discuss  our  current 
efforts  to  assess  the  vulnerability  of  the  Medicare  program  to 
waste,  abuse,  and  mismanagement. 

Our  work  is  focusing  on  the  insurance  companies  that  contract 
with  the  government  to  process  and  pay  claims  for  Medicare-covered 
services.     Although  we  are  in  the  early  stages  of  our  evaluation, 
our  information  suggests  that  there  has  been  a  serious 
deterioration  in  the  Medicare  contractors'  ability  to  ensure  the 
accuracy  of  program  payments. 

These  problems  are  due  to  inadequate  funding  for  program 
safeguard  activities.     Specifically  funds  for  these  activities 
were  cut  from  about  $358  million  in  1989  to  $332  million  in  1990, 
a  decrease  of  $26  million.     Using  the  administration's  own 
estimates,  as  a  result  of  these  cuts,  savings  from  specific 
safeguard  activities  are  expected  to  drop  by  $492  million  in  fy 
90. 

I  would  now  like  to  briefly  review  some  of  the  problems  we 
are  seeing  because  of  these  cuts. 

Medical  and  Utilization  Review 

One  of  the  major  payment  safeguard  activities  involves 
medical  and  utilization  review  of  submitted  claims.     The  budget 
for  part  A  medical  review  was  reduced  by  42  percent  in  fiscal  year 
1990.     Because  of  this  cutback,   intermediaries  that  we  visited  have 
reduced  staffing  levels  by  about  50  percent,   including  laying  off 
substantial  number  of  nurses  who  are  essential  to  the  medical 
utilization  review  function.     Consequently,   some  of  the 
intermediaries  are  unable  to  review  the  large  volume  of  claims 
rejected  daily  by  various  screens  and  edits  and  are  paying  claims 
that  otherwise  might  be  denied. 

As  an  example,  a  California  intermediary's  funding  was 
reduced  from  about  $7  million  in  1989  to  $3.3  million  in  1990. 
Because  of  this  cut  the  intermediary  reduced  its  staff  of  nurses 
from  42  to  22.     The  intermediary  subsequently  took  a  number  of 
actions  to  accommodate  the  staffing  reductions,   including  recently 
"turning  off"  some  screens  that  previously  generated  about  $300,000 
a  month  in  savings. 

An  intermediary  in  Arizona  also  had  to  reduce  its  staff  by  50 
percent  because  of  funding  cuts.     Intermediary  officials  stated 
that  screens  have  not  yet  been  turned  off,  even  though  their 
inventory  of  questionable  claim's  requiring  manual  review  is  now  300 
percent  above  normal.     They  indicated,  however,  that  many  of  these 
claims  may  have  to  be  paid  without  being  reviewed.     As  a  result, 
they  estimate  that  their  savings  from  medical  review  will  drop  from 
$4.5  million  in  1989  to  about  $1  to  $2  million  in  1990. 

In  general  contractors  told  us  that,  because  the  provider 
community  is  aware  of  which  screens  are  being  used,   the  trend 
toward  eliminating  cost-effective  screens  is  making  the  Medicare 
program  increasingly  vulnerable  to  inappropriate  payments. 

Provider  Audits 

The  second  major  payment  safeguard  activity  involves 
intermediary  audits  of  the  cost  reports  submitted  by  providers 
that  are  reimbursed  for  services  on  a  cost  basis.     The  funding 
level  for  the  intermediary  audit  function  remained  the  same 
between  1989  and  1990.     However,  we  are  concerned  that  only  a 
small  percentage  of  Medicare  cost  reports — generally  those  of  the 
largest  hospitals — are  audited  before  final  settlement.     As  a 
result,  billions  of  dollars  in  costs  claimed  by  smaller  providers — 
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skilled  nursing  facilities,  home  health  agencies  and  small 
hospitals — are  never  audited. 

As  an  example,  one  intermediary's  audit  staff  will  visit  only 
12  of  its  190  providers  this  year.     At  another  intermediary,  the 
number  of  field  audits  has  decreased  by  about  50  percent  in  5 
years  and  that  only  38  of  its  430  providers  will  be  audited  in 
1990.     In  the  last  3  years,  none  of  the  skilled  nursing  facilities 
in  Washington  or  Oregon  have  been  audited. 

We  are  also  concerned  that  shortcomings  in  the  audit  process 
may  give  providers  an  incentive  to  inflate  reported  costs.  With 
the  reduction  in  the  number  of  audits,   it  is  likely  a  provider's 
cost  report  will  not  be  audited.     Further,  even  if  the  cost  report 
is  audited,  the  actual  settlement  often  is  not  completed  for  about 
2  years.     If  the  auditors  then  find  that  Medicare  has  overpaid — as 
they  often  do — the  provider  repays  only  the  overpayment  amount  with 
no  interest.     Thus,  the  provider,  in  effect,  has  had  a  2 -year 
interest-free  loan  in  the  amount  of  the  Medicare  overpayment. 

Medicare  Secondary  Payer  Program 

The  third  payment  safeguard  activity  is  assuring  that  other 
insurers  whose  coverage  is  primary  to  Medicare  pay  claims  before 
the  medicare  program.     In  our  current  survey,  we  are  seeing  that 
contractors  have  backlogs  of  claims  in  which  a  potential  primary 
insurer  has  been  identified  after  Medicare  paid  the  claim.     Due  in 
part  to  the  budget  cutbacks,  contractors  do  not  have  the  staff  to 
develop  these  cases  and  pursue  recovery  from  private  insurers. 
This  is  particularly  true  in  part  B,  where  the  funds  for  MSP  were 
cut  by  about  60  percent. 

The  situation  at  the  Medicare  contractor  in  Maryland  helps  to 
illustrate  this  problem.     Through  its  investigative  efforts,  the 
contractor  developed  information — which  showed  that  other  insurers 
were  probably  responsible  for  thousands  of  claims  paid  by  Medicare. 
Our  analysis  of  a  sample  of  about  3,3  00  of  these  claims  showed  that 
the  potential  erroneous  Medicare  payments  totalled  at  least  $8.7 
million.     Currently  the  contractor  has  one  person  working  half  time 
assigned  to  pursuing  the  recovery  of  these  overpayment  from  private 
insurers. 

We  found  a  similar  condition  at  contractors  in  Arizona  and 
California.     Because  of  funding  cutbacks,  the  contractors  reduced 
their  MSP  staffs  by  about  50  percent,  and  they  estimate  that  about 
$13  million  in  potential  erroneous  payments  will  not  be  recovered 
from  private  insurers. 

HCFA  agrees  with  our  preliminary  estimate  that,  nationwide, 
these  potential  overpayments  could  be  as  much  as  $200  million,  or 
about  60  percent  of  the  estimated  $335  million  that  will  be  lost 
due  to  cutbacks  in  part  B  MSP  funds.     The  proposed  MSP  budget  for 
fiscal  year  1991  is  virtually  the  same  as  that  for  1990;  thus, 
improvements  are  not  likely  in  the  near  future. 

Growth  in  the  "Contingency  Fund" 
in  the  Medicare  Contractor  Budget 

Ironically,  while  funding  for  the  program  safeguard 
activities  has  been  decreasing,  another  part  of  the  contractor 
budget  has  grown  significantly  over  the  past  several  years. 

This  is  the  contingency  fund,  which  has  increased  from  $20 
million,  or  2  percent  of  the  fiscal  year  1985  Medicare  contractor 
budget,  to  $100  million,   in  1990.     The  1991  budget  proposes  a  $173 
million  contingency  fund,  which  represents  12.3  percent  of  the 
contractor  budget. 

Although  the  contingency  fund  has  grown  rapidly,  none  of  the 
money  has  been  used  since  fiscal  year  1988,  when  about  $47  million 
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was  released.     HCFA's  1989  request  for  release  of  over  $90  million, 
was  denied  by  0MB.     HGFA  currently  has  no  plans  to  request  release 
of  any  of  the  1990  continqency  fund  even  thouqh  a  number  of 
Medicare  contractors  have  requested  additional  funds >  Unused 
contingency  funds  are  returned  to  the  Medicare  trust  fund. 

SUMMARY 

In  summary,  in  the  past,  we  have  recommended  a  number  of 
actions  to  improve  the  effectiveness  of  program  safeguards.  Our 
ongoing  work  is  also  likely  to  identify  additional  opportunities 
for  improvement  in  the  area.     However,  the  more  immediate  concern 
lies  in  adequate  funding  of  these  important  safeguard  functions. 
We  believe  that  it  makes  little  sense  to  take  away  funds  from 
safeguard  activities  that,  on  average,  save  the  medicare  trust 
fund  $11  for  every  $1  invested. 

Increasing  funding  for  program  safeguard  activities,  and 
thereby  cutting  inappropriate  program  payments  could  help  lessen 
the  need  for  the  difficult  across-the-board  cuts  to  all  providers 
that  this  subcommittee  is  faced  with  annually.     Two  options  for 
increasing  funding  are  appropriating  additional  funds  for  these 
budget  line  items  and  thus  increasing  the  overall  contractor 
budget,  or  using  contingency  funds. 

This  concludes  my  prepared  statement.     I  will  be  happy  to 
answer  any  questions  you  may  have. 
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Chairman  Stark.  Thank  you  very  much,  Janet.  We  will  hold  our 
questions  until  we  have  completed  the  panel.  I  think  the  House 
went  into  session,  or  is  about  to,  and  there  may  be  a  Journal  vote, 
in  which  case  we  will  just  recess  quickly  for  10  minutes  for  mem- 
bers to  make  the  vote  and  return. 

Our  next  witness  is  Mike  Mangano.  Welcome  back  to  the  com- 
mittee. Proceed  in  any  manner  that  you  are  comfortable. 

STATEMENT  OF  MICHAEL  F.  MANGANO,  DEPUTY  INSPECTOR 
GENERAL  FOR  EVALUATION  AND  INSPECTIONS,  OFFICE  OF  IN- 
SPECTOR GENERAL,  U.S.  DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES,  ACCOMPANIED  BY  GARY  KRAMER,  OFFICE 
OF  AUDIT  SERVICES 

Mr.  Mangano.  Thank  you,  Mr.  Chairman.  I  am  pleased  to  be 
here  this  morning. 

The  first  study  I  would  like  to  discuss  is  entitled  ''Outpatient 
Surgery."  The  three  procedures  that  we  looked  at  in  this  study  are 
cataract  surgery,  upper  gastrointestinal  endoscopy,  and  colonos- 
copy. 

Our  sample  included  1,162  Medicare  beneficiaries  in  the  10 
States  that  had  the  largest  number  of  ambulatory  surgical  centers. 
In  doing  this,  we  used  an  independent  review  contractor. 

Of  the  surgeries  we  looked  at,  802  were  for  cataract  surgery.  The 
medical  review  contractor  developed  criteria  for  medical  necessary 
and  quality  of  care.  That  criteria  was  reviewed  by  the  American 
Academy  of  Ophthalmology,  which  offered  recommendations  which 
we  accepted. 

The  criteria  are  a  minimal  threshold  below  which  surgery  really 
should  not  be  appropriate.  And  according  to  that  criteria,  1.7  per- 
cent of  the  cataract  surgeries  in  our  study  were  medically  unneces- 
sary. That  translates  to  about  6,400  unnecessary  surgeries  in  the  10 
States  included  in  our  study. 

We  define  poor  quality  of  care  as  instances  where  the  care  com- 
pletely failed  to  meet  professionally  recognized  standards.  Some  1.8 
percent  of  the  cataract  patients  received  this  poor  quality.  This 
translates  into  about  7,000  cases. 

Chairman  Stark.  Is  this  in  1  year? 

Mr.  Mangano.  Yes;  in  10  States  during  1988.  Some  14.6  percent 
received  questionable  care.  That  projects  to  about  55,000  cases  in 
those  10  States. 

By  questionable  care,  we  are  talking  about  some  aspect  of  the 
care  that  was  deficient.  Of  the  same  cataract  patients  in  our 
sample,  22  percent  had  their  surgeries  performed  by  ophthalmol- 
ogists or  groups  that  received  more  than  $1  million  from  Medicare 
in  1987. 

Compared  to  the  non-high-volume  providers,  the  surgery  per- 
formed by  the  high-volume  providers  in  our  group  was  twice  as 
likely  not  to  meet  the  minimum  clinical  thresholds  for  necessity, 
twice  as  likely  to  be  of  poor  quality,  and  twice  as  likely  to  be  per- 
formed on  patients  with  visual  acuity  of  20/40  or  better. 

We  also  reviewed  202  upper  GI  endoscopies  and  158  colonosco- 
pies; and  22  percent  of  the  upper  GI  endoscopies  were  not  medical- 
ly necessary,  translating  into  23,600  cases  in  the  10  States  in  1988. 
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About  8  percent,  or  4,700  of  the  colonoscopies  were  not  medically 
necessary. 

The  second  study  looked  at  the  PRO's  preprocedure  review  pro- 
gram. We  had  data  available  to  us,  data  from  HCFA,  which  we 
analyzed,  and  that  indicated  only  0.15  percent  of  the  reviews  of  the 
preprocedure  were  denied.  Seventeen  of  the  PRO's  we  went  to  were 
able  to  provide  us  detailed  information  as  to  the  percentage  of  cata- 
ract surgeries  they  denied.  That  percentage  was  0.08,  which  was 
about  one-twentieth  of  the  rate  we  found.  We  believe  this  review 
performed  by  the  PRO's  for  cataract  surgery,  and  possibly  other 
procedures  is  not  cost  effective. 

The  third  review  is  a  study  on  epogen.  As  you  indicated,  it  is 
used  for  treatment  of  anemia  associated  with  chronic  renal  failure. 
The  Health  Care  Financing  Administration  developed  an  interim 
rate  of  $40  for  dosages  under  10,000  units,  and  $70  above  10,000 
units. 

The  key  assumptions  in  establishing  those  rates  are  no  longer 
valid.  The  average  dose  is  approximately  2,700  units  now,  as  op- 
posed to  the  5,000  estimated  from  HCFA  from  the  clinical  trial 
data. 

The  market  penetration  is  about  50  percent,  as  opposed  to  the 
initial  estimate  of  20  percent.  This  results  in  an  average  gross 
profit  margin  to  dialysis  facilities  in  excess  of  40  percent. 

We  have  three  recommendations  coming  out  of  these  three  stud- 
ies which  I  want  to  highlight:  The  first  is,  because  of  the  high  rate 
of  unnecessary  upper  GI  endoscopies,  the  HCFA  should  add  this 
procedure  to  its  list  of  mandatory  preprocedure  items. 

We  also  believe  HCFA  should  strengthen  preprocedure  review 
for  cataract  surgeries  by  substituting  targeted,  more  intensive  re- 
views, for  preprocedure  review.  They  could  make  use  of  second  sur- 
gical opinions. 

Finally,  we  want  to  recommend  HCFA  consider  reimbursing 
EPO  based  on  the  units  administered  rather  than  on  a  flat  rate. 
Chairman  Stark.  Thank  you  very  much. 
[The  statement  and  attachment  of  Mr.  Mangano  follow:] 
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STATEMENT  BY 
MICHAEL  MANGANO 
DEPUTY  INSPECTOR  GENERAL  FOR  EVALUATION  AND  INSPECTIONS 
OFFICE  OF  INSPECTOR  GENERAL 
U.S.   DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 


GOOD  MORNING.     I  AM  MICHAEL  MANGANO,   DEPUTY  INSPECTOR  GENERAL 
FOR  EVALUATION  AND  INSPECTIONS.     THANK  YOU  FOR  INVITING  ME  TO 
TESTIFY  ABOUT  MEDICARE  FRAUD,  WASTE,  AND  ABUSE.     I  AM  PLEASED 
TO  PRESENT  THE  FINDINGS  OF  THREE  RECENT  OFFICE  OF  INSPECTOR 
GENERAL  (OIG)   STUDIES  TO  THE  SUBCOMMITTEE  ON  HEALTH  OF  THE 
HOUSE  WAYS  AND  MEANS  COMMITTEE.     THEY  DEAL  WITH  THE  QUALITY  AND 
NECESSITY  OF  OUTPATIENT  SURGERY,   PREPROCEDURE  REVIEW  BY  THE 
PEER  REVIEW  ORGANIZATIONS   (PROS),  AND  THE  PRICING  OF  THE  NEW 
DRUG  EPOGEN.     OUR  WORK  ON  THE  FIRST  TWO  IS  UNDERWAY  NOW,   AND  WE 
WILL  PROVIDE  YOU  WITH  A  COPY  WHEN  THE  REPORTS  ARE  COMPLETED. 
WE  ARE  SUBMITTING  A  COPY  OF  THE  DRAFT  REPORT  ON  EPOGEN  FOR  THE 
RECORD  NOW  AND  WILL  SUBMIT  THE  FINAL  VERSION  COPY  WHEN  IT  IS 
ISSUED. 

'OUTPATIENT  SURGERY 

THE  FIRST  STUDY  I  WOULD  LIKE  TO  DISCUSS  IS  ENTITLED  OUTPATIENT 
SURGERY;     MEDICAL  NECESSITY  AND  QUALITY  OF  CARE.     THIS  STUDY 
EXAMINED  THE  QUALITY  AND  MEDICAL  NECESSITY  OF  PROCEDURES 
PERFORMED  IN  AMBULATORY  SURGICAL  CENTERS   (ASCs)   AND  HOSPITAL 
OUTPATIENT  DEPARTMENTS   (OPDs) .     IT  IS  BASED  ON  A  SAMPLE  OF 
THREE  OUTPATIENT  PROCEDURES  COMMONLY  PERFORMED  ON  MEDICARE 
BENEFICIARIES:      CATARACT  SURGERY,   UPPER  GASTROINTESTINAL  (GI) 
ENDOSCOPY,   AND  COLONOSCOPY. 

OUR  SAMPLE  INCLUDED  1,162  MEDICARE  BENEFICIARIES  WHO  UNDERWENT 
THESE  PROCEDURES  IN  THE  10  STATES  WITH  THE  LARGEST  NUMBER  OF 
ASCs.     THE  SAMPLE  WAS  EVENLY  DIVIDED  BETWEEN  BENEFICIARIES  WHO 
RECEIVED  SERVICES  IN  ASCs  AND  BENEFICIARIES  WHO  RECEIVED 
SERVICES  IN  OPDs.     WE  OBTAINED  THE  MEDICAL  RECORDS,   FROM  BOTH 
THE  SURGEONS  AND  THE  FACILITIES,   AND  USED  AN  INDEPENDENT 
MEDICAL  REVIEW  CONTRACTOR  TO  EVALUATE  THESE  RECORDS. 

CATARACT  SURGERY  -  MEDICAL  NECLSSITY 

CATARACT  SURGERY  REMOVES  A  NATURAL  LENS  THAT  HAS  BECOME  CLOUDY 
OR  OPAQUE  AND  ALMOST  ALWAYS  REPLACES  IT  WITH  AN  ARTIFICIAL 
INTRAOCULAR  LENS.     THE  MEDICARE  PROGRAM  PAID  MORE  THAN  $3.5 
BILLION  FOR  OVER  1  MILLION  CATARACT  PROCEDURES  IN  1988. 
CATARACT  SURGERY,  THEREFORE,   CONTINUES  TO  BE  THE  MOST 
FREQUENTLY  PERFORMED  OUTPATIENT  PROCEDURE  ACCOUNTING  FOR  THE 
LARGEST  PERCENTAGE  OF  MEDICARE  PART  B  EXPENDITURES.     FOR  THIS 
REASON  MANY  OF  OUR  STUDIES  THAT  DEAL  WITH  BROADER  MEDICARE 
ISSUES  ALSO  DEVELOP  INFORMATION  ON  CATARACT  SURGERY.     IN  THIS 
STUDY  802  OF  THE  CASES  WE  EXAMINED  WERE  FOR  CATARACT  SURGERIES. 

IN  ORDER  TO  ASSESS  THE  QUALITY  AND  MEDICAL  NECESSITY  OF  THE 
CATARACT  CASES,   OUR  INDEPENDENT  MEDICAL  REVIEW  CONTRACTOR 
DEVELOPED  CRITERIA.     THE  AMERICAN  ACADEMY  OF  OPHTHALMOLOGY 
REVIEWED  THESE  CRITERIA,   AND  THEIR  SUGGESTIONS  WERE 
INCORPORATED.     THE  CRITERIA  FOR  MEDICAL  NECESSITY  ARE  A  MINIMUM 
CLINICAL  THRESHOLD  BELOW  WHICH  SURGERY  CANNOT  BE  CONSIDERED 
APPROPRIATE.     THEY  TAKE  INTO  ACCOUNT  OPACITY,  VISUAL  ACUITY, 
GLARE,   AND  OTHER  FACTORS. 

ACCORDING  TO  THESE  CRITERIA  1.7  PERCENT  OF  THE  CATARACT 
SURGERIES  WERE  NOT  MEDICALLY  NECESSARY.     OUR  PRELIMINARY 
UNADJUSTED  ESTIMATE  IS  THAT  APPROXIMATELY  6,400  UNNECESSARY 
CATARACT  SURGERIES  WERE  PERFORMED  IN  OUR  10  STATE  STUDY  DURING 
1988.     ABOUT  40  PERCENT  OF  ALL  MEDICARE  BENEFICIARIES  RESIDE  IN 
THESE  10  STATES. 

CATARACT  SURGERY  -  OUALITY  OF  CARE 

WE  ALSO  REVIEWED  THE  QUALITY  OF  CATARACT  SURGERY.  OUR 
REVIEWERS  DEFINED  POOR  QUALITY  OF  CARE  AS  INSTANCES  WHERE  THE 
CARE  DELIVERED  TO  THE  BENEFICIARY  COMPLETELY  FAILED  TO  MEET 
PROFESSIONALLY  RECOGNIZED  STANDARDS  AND  WAS  THEREFORE 
UNACCEPTABLE. 

THE  MEDICAL  REVIEW  CONTRACTOR  FOUND  THAT  1.8  PERCENT  OF  THE 
CATARACT  PATIENTS  RECEIVED  POOR  QUALITY  CARE.     THIS  PROJECTS  TO 
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7,000  CASES  IN  THE  10  STATES.  WE  FOUND  THE  FOLLOWING  EXAMPLES 
OF  POOR  QUALITY  CARE: 

CASE  NUMBER  37   —  MORE  THAN  2  MONTHS  AFTER  SURGERY,   THE  PATIENT 
HAD  POOR  VISION   (20/100)   AND  THE  MEDICAL  RECORD  INDICATED  NO 
REASON  FOR  THIS  PROBLEM  AND  NO  TESTS  WERE  PERFORMED  TO  ASSESS 
THE  CAUSE  OF  THIS  PROBLEM. 

CASE  NUMBER  62   —  SURGERY  WAS  PERFORMED  ON  THE  BENEFICIARY'S 
BETTER  EYE  AND  THE  SURGERY  CAUSED  WORSE  VISION  IN  THAT  EYE. 

CASE  369  —  MEDICAL  RECORDS  CONTAINED  NO  EVIDENCE  OF  A 
1>RE0PERATIVE  VISUAL  EVALUATION  OR  TESTING,   NO  EVIDENCE  OF  THE 
NEED  FOR  SURGERY,   AND  NO  IMPROVEMENT  IN  VISION.     AFTER  THE  DAY 
OF  SURGERY,   THE  PATIENT  WAS  NOT  SEEN  BY  THE  SURGEON  UNTIL  2 
WEEKS  LATER. 

THE  MEDICAL  REVIEW  CONTRACTOR  ALSO  FOUND  THAT  14.6  PERCENT 
RECEIVED  :QUESTI0NABLE  CARE.      THIS  PROJECTS  TO  ABOUT  55,000 
CASES  ON  THE  10  STATES.      IN  THESE  CASES,    SOME  ASPECT  OF  CARE 
WAS  DEFICIENT.      THESE  PATIENTS  WERE  LESS  LIKELY  TO  HAVE 
IMPROVED  VISION.      FOR  EXAMPLE,   QUESTIONABLE  CARE  INCLUDES: 

O         PATIENTS  WHO  HAD  CATARACT  SURGERIES  ON  BOTH  EYES 

WITHIN  3  0  DAYS,  AND 
O         PATIENTS  WHO  HAD  INADEQUATE  PREOPERATIVE  TESTS. 

HIGH-VOLUME  CATARACT  SURGEONS 

TWENTY-TWO  PERCENT    (178  of  802)    OF  OUR  SAMPLED  CATARACT 
PATIENTS  HAD  THEIR  SURGERY  PERFORMED  BY  OPHTHALMOLOGISTS,  OR 
OPHTHALMOLOGY  GROUPS,   THAT  RECEIVED  MORE  THAN  A  MILLION  DOLLARS 
FROM  MEDICARE  IN  1987.      OF  THE  255  OPHTHALMOLOGISTS  WE 
IDENTIFIED  NATIONALLY  AS  HIGH-VOLUME  PROVIDERS,    84  WERE  IN  OUR 
SAMPLE.      FIFTY-FOUR,   OR  64  PERCENT,   OF  THE  HIGH-VOLUME 
OPHTHALMOLOGISTS  WERE  SOLE  PRACTITIONERS.      FOUR  OF  THE  SOLE 
PRACTITIONERS  IN  OUR  SAMPLE  RECEIVED  $3  MILLION  OR  MORE.  WE 
CONDUCTED  FURTHER  ANALYSIS  TO  DETERMINE  WHETHER  THE  QUALITY  AND 
MEDICAL  NECESSITY  OF  THE  SURGERY  PERFORMED  BY  THESE  MILLION 
DOLLAR,   OR  HIGH-VOLUME,    EARNERS  DIFFERED  FROM  NON  HIGH-VOLUME 
PROVIDERS. 

COMPARED  TO  THE  NON  HIGH-VOLUME  PROVIDERS,   THE  SURGERY 

PERFORMED  BY  HIGH-VOLUME  PROVIDERS  WAS: 

O         TWICE  AS  LIKELY  NOT  TO  MEET  MINIMUM  CLINICAL 

THRESHOLDS  FOR  NECESSITY, 
O         TWICE  AS  LIKELY  TO  BE  OF  POOR  QUALITY, 
o         MORE  LIKELY  TO  BE  OF  QUESTIONABLE  QUALITY, 
O         LESS  LIKELY  TO  HAVE  INTRAOPERATIVE  COMPLICATIONS, 
O         MORE  LIKELY  TO  HAVE  POSTOPERATIVE  COMPLICATIONS, 
O         TWICE  AS  LIKELY  TO  BE  PERFORMED  ON  PATIENTS  WITH  A 

VISUAL  ACUITY  OF  2  0/4  0  OR  BETTER,  AND 
O         LESS  LIKELY  TO  RESULT  IN  IMPROVED'^ISUAL  ACUItY. 

WE  CANNOT  RULE  OUT  CHANCE  AS  THE  EXPLANATION  FOR  ALL  OF  THESE 
DIFFERENCES.     HOWEVER,   WE  BELIEVE  THAT  A  MORE  INTENSIVE  REVIEW 
OF  CATARACT  SURGERIES  PERFORMED  BY  HIGH-VOLUME  PERFORMERS  WOULD 
BE  PRUDENT. 

OTHER  PROCEDURES 

WE  REVIEWED  202  UPPER  GI  ENDOSCOPIES  AND  158  COLONOSCOPIES. 
DURING  UPPER  GI  ENDOSCOPIES,    FIBEROPTIC  TUBES  ARE  INSERTED 
THROUGH  THE  MOUTH  TO  INSPECT  THE  ESOPHAGUS,    STOMACH,   AND  SMALL 
INTESTINE.      BIOPSIES  CAN  BE  OBTAINED  DURING  THIS  PROCESS. 
COLONOSCOPIES  USE  FIBEROPTIC  TUBING  INSERTED  VIA  THE  RECTUM  TO 
OBSERVE  CONDITIONS,    PERFORM  BIOPSIES  AND  REMOVE  GROWTHS.  OUR 
MEDICAL  CRITERIA  FOR  THESE  TWO  PROCEDURES  WERE  REVIEWED  BY  THE 
AMERICAN  SOCIETY  FOR  GASTROINTESTINAL  ENDOSCOPY. 

OUR  REVIEW  FOUND  THAT  23   PERCENT  OF  THE  UPPER  GI  ENDOSCOPIES 
WERE  NOT  MEDICALLY  NECESSARY,   OR  APPROXIMATELY  23,600  IN  THE  10 
STATES  DURING  1988.     ABOUT  8  PERCENT,   OR  4,700,   OF  THE 
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COLONOSCOPIES  WERE  NOT  MEDICALLY  NECESSARY.      FOR  THE  MOST  PART 
THESE  PROCEDURES  WERE  DETERMINED  TO  BE  UNNECESSARY  BECAUSE  THE. 
MEDICAL  INDICATIONS  WERE  NOT  SUFFICIENT  TO  JUSTIFY  THE 
PROCEDURE  OR  LESS  INVASIVE  MEDICAL  PROCEDURES  WERE  NOT  USED 
FIRST.     AS  WITH  CATARACTS,   WE  ARE  ALSO  IN  THE  PROCESS  OF 
ANALYZING  THE  QUALITY  OF  ENDOSCOPIES  AND  COLONOSCOPIES. 

WE  ARE  CONDUCTING  FURTHER  ANALYSIS  AND  HOPE  TO  COMPLETE  OUR 
REPORT,    INCLUDING  THE  ANALYSIS  OF  COST  IMPLICATIONS  FOR 
MEDICARE,    IN  MID-SUMMER. 

MEDICARE  PREPROCEDURE  REVIEW 

AS  AN  EXTENSION  OF  OUR  WORK  CONCERNING  THE  MEDICAL  NECESSITY  OF 
OUTPATIENT  PROCEDURES,   WE  CONDUCTED  A  STUDY  OF  THE 
EFFECTIVENESS  OF  THE  PEER  REVIEW  ORGANIZATIONS'  (PROS) 
PREPROCEDURE  REVIEW  ACTIVITIES.     THE  CONSOLIDATED  OMNIBUS 
BUDGET  RECONCILIATION  ACT  OF  1985  AUTHORIZES  PROS'   TO  CONDUCT  A 
100  PERCENT  PREPROCEDURE  REVIEW  OF  10  SELECTED  SURGICAL 
PROCEDURES.     THE  SAME  ACT  ENABLES  PROS  TO  REQUIRE  A  SECOND 
OPINION  WHEN  THE  PRO  QUESTIONS  THE  MEDICAL  NECESSITY  OF  A 
PROPOSED  PROCEDURE.     OUR  REVIEW  ANALYZED  THE  RESULTS  OF 
PREPROCEDURE  REVIEW  ACTIVITIES  OF  PROS  REPRESENTING  28  STATES 
AND  80  PERCENT  OF  MEDICARE  BENEFICIARIES.     RECENT  DATA  RELEASED 
BY  THE  HEALTH  CARE  FINANCING  ADMINISTRATION   (HCFA)   AND  REVIEWED 
BY  OUR  OFFICE  INDICATE  THAT  ONLY  2,401  OUT  OF  1,600,442  (0.15 
percent)    REVIEWS  UNDER  A  PREPROCEDURE  REQUEST  WERE  DENIED  BY 
THE  PROS.      FOR  THE  17  PROS  THAT  PROVIDED  US  WITH  DETAILED 
INFORMATION  ONLY  370  CATARACT  SURGERIES  OUT  OF  490,000  (0.08 
PERCENT)   WHICH  THEY  REVIEWED  IN  1989  WERE  DENIED  BY  THEM.  NO 
NATIONAL  FIGURES  ON  CATARACT  DENIAL  RATES  ARE  AVAILABLE,  BUT 
MORE  THAN  HALF  OF  ALL  MEDICARE  BENEFICIARIES  RESIDE  IN  THE 
JURISDICTIONS  OF  THESE  17  PROS.      THE  PREPROCEDURE  REVIEW 
PROGRAM  HAS  IDENTIFIED  UNNECESSARY  CATARACT  SURGERIES  AT  A  RATE 
LESS  THAT  ONE-TWENTIETH  AS  FREQUENT  AS  WE  FOUND  IN  OUR  STUDY  ON 
OUTPATIENT  SURGERY. 

OUR  PRELIMINARY  FINDINGS  INDICATE  THAT  THIS  PROGRAM,  AS 
CURRENTLY  PERFORMED  BY  THE  PROS  FOR  CATARACTS,    IS  NOT  COST 
EFFECTIVE  AND  IS  QUESTIONABLE  FOR  OTHER  PROCEDURES. 

WE  WOULD  ALSO  POINT  OUT  THAT  WE  HAVE  LONG  SUPPORTED  A  SECOND 
OPINION  PROGRAM  FOR  ELECTIVE  SURGERIES  UNDER  MEDICARE. 
ALTHOUGH  CONGRESS  GAVE  HCFA  THE  AUTHORITY  TO  ESTABLISH  A 
LIMITED  SECOND  OPINION  PROGRAM  IN  1985,   THE  REGULATIONS 
IMPLEMENTING  THIS  PROGRAM  HAVE  NOT  BEEN  COMPLETED.     WITH  CLEAR 
EVIDENCE  THAT  PREPROCEDURE  REVIEW  IS  NOT  COST  EFFECTIVE  FOR 
CATARACT  SURGERY,   WE  BELIEVE  THAT  A  TARGETED,    BUT  MORE 
INTENSIVE  REVIEW  SHOULD  BE  ESTABLISHED.     A  LIMITED  SECOND 
OPINION  IS  ONE  OPTION  TO  IMPLEMENT  SUCH  A  PROGRAM. 

EPOGEN 

EPOGEN   (OR  EPO)    IS  AMGEN  INCORPORATED ' S  TRADEMARK  NAME  FOR 
EPOETIN  ALFA.      ITS  INDICATED  USE  IS  FOR  THE  TREATMENT  OF  ANEMIA 
ASSOCIATED  WITH  CHRONIC  RENAL  FAILURE.     THE  MEDICARE  PROGRAM  IS 
THE  PRIMARY  PAYER  FOR  EPO  SINCE  IT  PROVIDES  COVERAGE  TO 
APPROXIMATELY  93   PERCENT   (106,000)    OF  THE  PATIENTS  WITH  CHRONIC 
RENAL  FAILURE.      THE  HCFA,   WITH  ASSISTANCE  FROM  THE  OIG, 
DEVELOPED  AN  INTERIM  PAYMENT  RATE  OF  $40  PER  TREATMENT  FOR 
DOSAGES  UNDER  10,000  UNITS  AND  $70  FOR  DOSAGES  ABOVE  10,000 
UNITS. 

OUR  REVIEW  SHOWS  THAT  SEVERAL  OF  THE  KEY  ASSUMPTIONS  THAT  WERE 
MADE  IN  DEVELOPING  THE  INTERIM  PAYMENT  RATE  ARE  NO  LONGER 
VALID.      SPECIFICALLY,   WE  FOUND  THAT  THE  AVERAGE  DOSE  OF  EPO 
DISPENSED  IS  APPROXIMATELY  2,700  UNITS  AS  OPPOSED  TO  THE  5,000 
UNITS  ESTIMATED  BY  HCFA  FROM  THE  CLINICAL  TRIAL  DATA.  IN 
ADDITION,   WE  NOTED  THAT  MULTIPLE  WITHDRAWALS  OF  EPO  ARE  BEING 
DISPENSED  FROM  SINGLE  USE  VIALS  WHICH  ENHANCES  FACILITY  PROFITS 
BUT  IS  CONTRARY  TO  LABELING  INSTRUCTIONS.     MOREOVER,   THE  EPO 
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MARKET  PENETRATION  IN  THE  FIRST  YEAR  IS  ABOUT  50  PERCENT  AS 
OPPOSED  TO  THE  INITIAL  ESTIMATE  OF  20  PERCENT. 

THE  AVERAGE  GROSS  PROFIT  MARGIN  TO  DIALYSIS  FACILITIES  IS  IN 
EXCESS  OF  40  PERCENT. 

WE  ORIGINALLY  ESTIMATED  THAT  THE  ANNUAL  COST  TO  MEDICARE  WOULD 
BE  $100  MILLION.      DUE  TO  INCREASED  MARKET  PENETRATION  RATES  WE 
HAVE  REVISED  OUR  ESTIMATE  TO  $265  MILLION.      SIMILARLY,  THE 
ANNUAL  COST  TO  MEDICARE  BENEFICIARIES  HAS  RISEN  FROM  $25 
MILLION  TO  $66  MILLION. 

RECOMMENDATIONS 

BASED  ON  THE  FINDINGS  OF  THESE  THREE  STUDIES  WE  MAKE  THE 
FOLLOWING  RECOMMENDATIONS : 

SINCE  THE  RATE  OF  UNNECESSARY  UPPER  GI  ENDOSCOPIES  WAS  SO  HIGH 
(23   PERCENT) ,   THE  HCFA  SHOULD  ADD  THIS  PROCEDURE  TO  ITS  LIST  OF 
MANDATORY  PREPROCEDURE  REVIEW  ITEMS. 

THE  HCFA  SHOULD  ALSO  STRENGTHEN  ITS  PREPROCEDURE  REVIEW  PROGRAM 
FOR  CATARACT  SURGERIES  BY  SUBSTITUTING  A  TARGETED,    BUT  MORE 
INTENSIVE  REVIEW  FOR  THE  CURRENT  PREPROCEDURE  REVIEW.  THIS 
COULD  MAKE  USE  OF  SECOND  SURGICAL  OPINIONS  TARGETED  ON  HIGH- 
VOLUME  PROVIDERS. 

WE  RECOMMEND  THAT  HCFA  CONSIDER  REIMBURSING  EPO  BASED  ON  UNITS 
ADMINISTERED  RATHER  THAN  A  FLAT  RATE.     ASSUMING  THE  CURRENT 
DOSAGE  LEVEL  IS  MEDICALLY  APPROPRIATE,   WE  ESTIMATE  THAT 
MEDICARE  COULD  SAVE  $80  MILLION  ANNUALLY.     MOREOVER,  THE 
BENEFICIARIES  COPAYMENT  WOULD  ALSO  DECREASE  BY  ABOUT  $20 
MILLION. 

MR.  CHAIRMAN,  THIS  COMPLETES  MY  TESTIMONY.  I  WILL  BE  HAPPY  TO 
ANSWER  ANY  OF  YOUR  QUESTIONS. 
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The  Effect  of  the  Interim  Payment  Rate  for  the  Drug  Epogen 
on  Medicare  Expenditures  and  Dialysis  Facility  Operations 
{A-01-90-00512) 

^°  Gail  R.  Wilensky,  Ph.D. 

Administrator 

Health  Care  Financing  Administration 


Attached  is  a  draft  management  advisory  report  on  our 
review  of  the  interim  rate  for  Epogen  (EPO)  and  its  effect 
on  Medicare  expenditures  and  dialysis  facility  operations. 

Epogen  is  Amgen  Incorporated • s  (Amgen)  trademark  name  for 
epoetin  alfa  and  its  indicated  use  is  for  the  treatment  of 
anemia  associated  with  chronic  renal  failure.     The  Medicare 
program  is  the  primary  payer  for  EPO  since  it  provides 
coverage  to  approximately  93  percent  of  the  patients  with 
chronic  renal  failure.    The  Health  Care  Financing 
Administration  (HCFA) ,  with  assistance  from  the  Office  of 
Inspector  General,  developed  an  interim  rate  of  $40  per 
treatment  for  dosages  under  10,000  units  and  $70  for 
dosages  above  10,000  units. 

Our  review  shows  that  several  of  the  key  assumptions  that 
were  made  in  developing  the  interim  rate  are  no  longer 
valid.     Specifically,  we  found  that  the  average  dose  of  EPO 
dispensed  is  approximately  2,700  units  as  opposed  to  the 
5,000  estimated  by  HCFA  from  the  clinical  trial  data.  In 
addition,  we  noted  that  multiple  withdrawals  of  EPO  are 
being  dispensed  from  single-use  vials  which  enhances 
facility  profits  but  is  contrary  to  labeling  instructions. 
Moreover,  the  EPO  market  penetration  in  the  first  year  is 
about  50  percent  as  opposed  to  the  initial  estimate  of  20 
percent.     Because  the  facilities  are  administering  lower 
dosages  and  dispensing  multiple  withdrawals  from  the  vials, 
the  average  gross  profit  margin  to  dialysis  facilities  is 
in  excess  of  40  percent. 

We  are  recommending  that  HCFA  consider  reimbursing  EPO 
based  on  units  administered  rather  than  a  flat  rate. 
Assuming  the  current  dosage  level  is  medically  appropriate, 
we  estimate  that  Medicare  could  save  $80  million  annually. 
Moreover,  the  beneficiaries  copayment  would  also  decrease 
by  about  $20  million.     We  also  recommend  that  HCFA  consider 
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Page  2  -  Gail  R.  Wilensky,  Ph.D. 

a  legislative  proposal  that  would  allow  the  Secretary 
discrete  access  to  the  books  and  records  of  Amgen  in  order 
to  set  a  payment  level.     Furthermore,  consideration  should 
be  given  to  consulting  with  the  Food  and  Drug 
Administration  to  modify  the  Orphan  Drug  Act  to  encourage 
competition  by  eliminating  the  7-year  market  exclusivity 
provision. 

If  you  or  your  staff  would  like  to  discuss  this  report, 
-please  let  me  know  or  contact  Thomas  D.  Roslewicz,  Deputy 
Inspector  General  for  Audit  Services.     We  would  appreciate 
receiving  comments  on  this  draft  report  within  3  0  days. 

Attachment 
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THE  EFFECT  OF  THE  DmiRIM 
PAYMENT  RATE  FOR  THE  DRUG 
EPOGEN  ON  MEDICARE  EXPENDITURES 
AND  DIALYSIS  FACIUTY  OPERATIONS 


OrnCE  OF  INSPECTOR  GENERAL 
OFnCE  OF  AUDIT  SERVICES 

cm:  A-01-90-00512 

This  draft  of  a  proposed  HHS/OIG  Office  of  Audit  report  is  being  made 
available  for  review  and  comment  by  officials  having  management  respon- 
sibilities concerning  the  matters  presented.  This  draft  report  is  not  to  be 
considered  final  as  it  is  subject  to  further  review  and  revision.  Please 
adequately  safeguard  this  document  against  unauthorized  use. 
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SUMMARY 

On  June  1,  1989,  the  Food  and  Drug  Administration  (FDA)  approved  Amgen 
Incorporated's  (Amgen)  product  licensing  application  to  manufacture  the  drug  Epoetin 
alfa.  Epogen  (EPO)  is  Amgen's  trademark  name  for  Epoetin  alfa  and  it's  indicated  use 
is  for  the  treatment  of  anemia  associated  with  chronic  renal  failure.  The  Medicare 
program  covers  approximately  93  percent  of  the  patients  with  chronic  renal  disease  who 
require  dialysis  or  kidney  transplant.  The  Health  Care  Financing  Administration 
(HCFA)  established  a  policy  to  pay  for  the  drug  as  an  add  on  to  the  prospective 
payment  rate  for  dialysis  services.  The  rate  was  established  at  $40  per  treatment  for 
dosages  under  10,000  units  and  $70  for  dosages  above  10,000  units.  Total  expenditures 
for  the  first  year  were  estimated  at  $125  million,  with  Medicare's  share  at  80  percent 
expected  to  be  $100  millioiL  Otir  review  examined  the  effect  of  the  interim  rate  for 
EPO  on  Medicare  expenditures  and  dialysis  facility  operations. 

The  HCFA  developed  the  interim  payment  rates  for  EPO  with  assistance  from  the 
Office  of  Inspector  General  (OIG).  The  OIG  was  not  able  to  audit  or  independently 
verify  accounting  records  but  relied  on  financial  data  supplied  by  Amgen.  In  developing 
the  rate,  there  were  several  important  assimaptions  made  such  as:  (1)  the  average  dose 
of  EPO  per  treatment,  (2)  the  method  by  which  EPO  would  be  dispensed,  and  (3)  the 
market  penetration.  Our  review  shows  that  these  key  assumptions  are  no  longer  valid. 
Specifically,  we  found  that: 


o       the  average  dose  of  EPO  dispensed  is  approximately  2,700  units 
as  opposed  to  the  5,000  estimated  by  HCTA  from  the  clinical 
trial  data; 

o       multiple  withdrawals  of  EPO  are  being  dispensed  from  single- 
use  vials  which  enhances  facility  profits  but  is  contrary  to 
labeling  instructions,  and 

o       the  market  penetration  for  EPO  in  the  first  year  is  around  50 

percent  m  opposed  to  the  initial  estimate  of  20  i>ercent 

Because  facilities  are  administering  lower  EPO  dbsages  and  practicing  multiple  with- 
drawals, the  average  gross  profit  margin  to  the  dialysis  facilities  is  in  excess  of  40 
percent.  Based  on  a  50  percent  market  penetration  and  the  effect  of  lower  dosages  and 
multiple  withdrawals  we  estimate  that  in  the  first  year:  (1)  Medicare  expenditures  could 
increase  to  about  $265  million  and  (2)  gross  profits  to  the  providers  may  reach  in  excess 
of  $100  million.  We  believe  by  changing  the  current  methodology  from  a  flat 
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rate;4a  one  that  is  based  on  units  administered,  the  Medicare  program  could  save  $80 
miUrooamnually  or  $400  million  over  the  5  year  budget  cycle.  Moreover,  the 
beneficiaries  co-insurance  payments  would  decrease  by  about  $20  million,  annually. 

We  believe  the  results  of  this  analysis  is  pertinent  to  HCFA's  consideration  for 
developing  options  for  changes  in  the  payment  methodology.  Accordingly,  we  recom- 
mend that  HCFA  consider  as  one  of  their  options,  reimbursing  EPO  based  on  units 
administered,  not  to  exceed  $40  per  dose  for  less  than  10,000  units..  This  method  should 
begin  to  moderate  the  excessive  profits  at  the  provider  level: and  reduce  beneficiary  and 
program  expenditures  due  to  lower  dosages.  Considering  the  increase  in  market 
penetration  and  the  lack  of  competition  at  the  manufacturer  level,  HCFA  should  also 
consider  entering  irtto  direct  negotiations  with  Amgen  to  establish  a  more  equitable 
price  to  be  charged  io:  the  dialysis  facilities.  As  a  part  of  the  process,  the  Secretary 
=  should  have^ the- discrete -attthority^to^ccess  the  books  and  records  of  Amgen.  Further- 
more, consideration  should  be  given  to  consulting  with  FDA  regarding  a  legislative 
proposal  to  modify  the  Orphan  Drug  Act  by  eliminating  the  7-year  market 
«  exclusivity  provision  that  is  currently  available  to  Amgen  under  the  Act. 
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BACKGROUND 

Epogen  is  Amgen,  Inc.'s  trademark  name  for  Epoetin  alfa.  Epogen  stimulates  red  blood 
cell  production  and  is  used  to  combat  anemia  which  is  common  in  dialysis  patients.  The 
red  blood  cell  count  is  monitored  by  hematocrit  readings.  The  desired  hematocrit  range 
is  30  to  33  percent  in  dialysis  patients.  Epogen  produces  a  number  of  benefits  to 
dialysis  patients  through  the  increase  in  red  blood  cells,  such  as;  reduction  in  trans- 
fusions, improved  cardio-vascular  condition,  and  a  general  feeling  of  improved  well- 
being.  Possible  adverse  effects  are  hypertension,  iron  deficiency  and  clots.  Dosages  of 
EPO  are  regulated  to  control  these  adverse  effects. 

Amgen,  Inc.  (a  biotechnology  company),  obtained  an  orphan  drug  designation  which 
provides  exclusive  marketing  rights  for  7  years  and  tax  credits  as  incentives  to  drug 
manufacturers  to  develop  drugs  for  the  treatment  of  rare  diseases.  Amgen,  Inc., 
received  approval  from  the  FDA  on  June  1,  1989,  to  market  EPO  for  dialysis  patients  in 
the  United  States.  Amgen,  Inc.,  and  other  drug  companies  have  been  involved  in 
litigation  concerning  the  marketing  rights  of  EPO  in  the  United  States.  Resolution  of 
these  disputes  is  still  ongoing. 

Epogen  is  marketed  in  single-use  vials  of  2,000,  4,000  and  10,000  units.  The  Amgen, 
Inc.,  package  insert  states  the  vials  should  be  used  for  only  one  dose  and  the  vial  should 
not  be  reentered.  Unused  portions  should  be  discarded  because  the  vial  contains  no 
preservatives.  The  FDA  defines  a  single  use  vial  as  one  designed  to  hold  a  quantity  of  a 
drug  product  intended  for  administration  as  a  single  dose.  Normally,  EPO  is 
administered  intravenously  at  the  end  of  the  dialysis  treatment. 

The  ESRD  patients  are  covered  by  the  Medicare  program  at  80  percent  of  a  predeter- 
mined rate  (the  beneficiary  is  responsible  for  the  remaining  20  percent  of  the  rate  under 
co-insurance).  The  current  interim  reimbursement  rate  is  $40  for  an  EPO  dose  less  than 
10,000  units  and  $70  for  an  EPO  dose  more  than  10,000  units.  Medicare  fiscal  inter- 
mediaries (FI)  are  responsible  for  processing  EPO  claims  that  are  submitted  by  dialysis 
facilities  in  accordance  with  rules  and  regulations  set  forth  by  HCFA. 

Epogen  is  covered  for  the  treatment  of  anemia  for  patients  with  chronic  renal  failure 
who  are  on  dialysis  when: 

o        it  is  administered  in  the  renal  dialysis  facility;  or 

o       it  is  administered  "incident  to"  a  physician's  service. 

Epogen  is  not  covered  when  self  administered. 

It  is  estimated  that  about  106,000  beneficiaries  are  covered  under  the  Medicare  ESRD 
progranL  Currently,  there  are  approximately  1,720  certified  dialysis  facilities  who 
provide  outpatient  maintenance  dialysis  services. 
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METHODOLOGY 

The  primary  objective  was  to  determine  the  effect  of  the  interim  rate  established  for 
EPO  on  Medicare  expenditures  and  dialysis  facility  operations.  Our  examination 
included  a  review  of  the  market  penetration  of  the  drug,  dosage  levels,  patient  admin- 
istration and  facility  drug  profit  margins. 

To  accomplish  our  objective,  we  selected  19  Medicare  FIs,  11  of  which  were  chosen 
based  on  volume  and  the  remaining  8  which  were  statistically 

selected  (See  APPENDIX  I),  For  each  FI,  we  statistically  sampled  a  minimum  of  200 
EPO  claims  processed  through  November  30,  1989.'  We  analyzed  the  dosage  levels 
reported  by  the  dialysis  facility  on  the  claim  and  computed  a  mean,  median  and  mode 
for  each  FI.  There  was  no  material  difference  in  the  average  mean  between  the  FIs 
selected  judgmentally  or  statistically  sampled.  Validation  of  claims  data  and  follow-up 
work  was  done  at  selected  ESRD  facilities  in  Region  I. 

The  cost  of  EPO  to  the  dialysis  facilities  was  obtained  from  wholesaler  invoices.  Our 
analysis  at  selected  facilities  in  Region  I  showed  that  the  cost  of  a  4,000  unit  vial  was 
about  S41  or  about  $10.25  per  1,000  units.  One  large  chain  indicated  that  they  are 
currently  negotiating  a  discount  based  on  volume.  Discussions  with  several  dialysis 
facilities  administrators  and  managers  indicated  that  Amgen  does  not  sell  directly  to 
dialysis  facilities. 

Information  regarding  the  medical  practice  of  dispensing  EPO  was  obtained  primaniy 
from  interviews  with  people  involved  in  the  Amgen  clinical  trials  including;  nephrolo- 
gists,  personnel  at  the  FDA,  ESRD  facility  administrators  and  nurses,  and  analysis  of 
medical  records.  We  also  observed  the  dispensing  of  EPO  to  patients  at  one  of  the 
dialysis  facilities  included  in  our  sample. 

In  estimating  the  market  penetration  (number  of  beneficiaries  on  EPO),  we  primarily 
relied  upon  oral  testimony  from  several  ESRD  dialysis  facilities,  including  a  large  chain 
organization.  Current  statistical  information  regarding  market  penetration  is  not  always 
up  to  date  due  to  the  time  lag  between  the  date  of  service,  the  submission  of  the  claim 
to  the  FI  for  payment  and  the  reporting  of  this  information  to  HCFA-  Information 
provided  to  us  by  Amgen  for  the  initial  rate  development  was  also  utilized  for 
comparison  with  current  market  conditions. 

Methods  used  to  estimate  cost  estimates  and  savings  are  identified  in  the 
APPENDICES  n  &  in. 


Delaware  Blue  Cross  had  only  10  claims  processed  as  of  the  date  of  our  review 
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Our  review  was  performed  during  the  period  November  1989  through  March  1990  at  the 
19  FIs  listed  in  APPENDIX  I.  We  also  held  discussions  with  personnel  at  HCFA 
Headquarters  in  Baltimore,  the  Food  and  Drug  Administration  in  Bethesda,  Maryland, 
and  several  independent  and  hospital  based  dialysis  facilities  located  in  Region  I. 


33-625  -  90  -  2 
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RESULTS  OF  REVIEW 


When  an  interim  rate  was  established  of  $40  per  dosage  up  to  10,000  units,  total  annual 
payments  for  that  drug  were  estimated  at  about  $125  million.  Since  Medicare  pays  80 
percent  of  the  rate,  program  expenditures  were  estimated  about  $100  million.  The 
interim  rate  was  established  using  the  assumption  ihat  the  market  penetration  during  the 
first  year  would  be  about  20,000  patients.  Our  review  indicates  that  about  50  percent  of 
the  Medicare  population  or  about  50,000  beneficiaries  are  currently  using  the  drug  which 
will  more  than  double  Medicare's  anticipated  expenditures.  An  additional  assumption 
fi-om  the  clinical  trial  data  was  that  the  average  dosage  per  patient  would  be  5,000  units. 
Our  results  show  that  the  average  dosage  is  about  2,700  units  which  has  generated  a 
windfall  profit  of  44  percent  to  the  facilities.  The  effects  of  each  of  these  assumptions 
using  the  current  flat  rate  of  $40  is  discussed  below. 


Current  Dosage  Levels 

The  Amgen,  Inc.,  clinical  studies  showed 
that  the  median  maintenance  dose  of 
EPO  was  approximately  5,000  units.  Our 
review  of  3,622  statistically  selected  Medi- 
care reimbursement  claims  showed  an 
arithmetic  mean  EPO  dosage  of  about 
2,700  units,  a  median  dose  of  2,200  units 
and  a  mode  dose  of  2,000  units  (Figure  ' 
1).  Further  analysis  of  the  claim  data 
also  showed  that:  50  percent  were  at 
2,000  units  or  below,  47  percent  were 
from  2,001  units  through  4,000  units,  and 
the  remaining  3  percent  exceeded  4,000 
units.  (See  APPENDIX  IV) 


UNITS 


MEAN  MED  I  AN  MODE 


Figure  1  -  Measures  of  Central  Tendency  for 
EPO  dosages. 


We  also  compared  the  average  dosage 
level  for  ESRD  beneficiaries  at  indepen- 
dent facilities  to  those  at  hospital  based 
facilities.  For  independent  facilities  the 
mean  average  EPO  dose  was  about  2500 
units,  and  for  hospital  based  facilities, 
the  mean  average  EPO  dose  was  about 
3,550  units  (Figure  2).  Medical  personnel 
in  the  dialysis  field  informed  us  that  the 
higher  EPO  doses  at  hospital  based  facili- 
ties may  be  attributable  to  the  treatment 
of  a  case  mix  of  patients  with  lower 
hematocrit  counts,  and  less  concern  with 
the  reimbursement  of  costs  associated 
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FREE  STANDING  HOSPITAL 


Place  of  Service 


F^ure  2  -  Comparison  of  Average  Dosage  - 
Independent  Dialysis  Facility  vs  Hospital 
Based  Facility 
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with  higher  dosages.  On  the  other  hand,  most  independent  facilities  are  for  profit  and 
their  decisions  to  dispense  lower  dosages  may  be  twofold,  i.e.,  medical  practice  and 
economics. 

We  recognize  that  the  medical  practice  for  EPO  is  very  new  and  changing.  As  part  of 
the  review,  we  did  a  limited  comparison  of  the  EPO  doses  for  60  patients  at  least  3 
months  after  the  sample  period  to  determine  if  their  dosage  and  hematocrit  had 
changed.  This  comparison  showed: 


for  S3  patients  the  dosage  level  renaained  tbe  same  or 
decreased,  while  7  patients  received  an  increase  in  EPO. 

.  :P0  dosage  for  the  60  padents  went  from 

-  -  -  decrease  o£  about  270  ximts  over  tbe  last 


ere  not  at  the  desired  hematocrit  level  of  30  at 
.       3-month  period  Their  average  dosage  units 
..j4  slightly  and  was  at  2,050  at  the  end  of  the  review 


Although  our  comparison  was  limited,  we  believe  this  type  of  analysis  is  important  and 
needs  to  be  expanded  to  determine  whether  lower  dosages  are  medically  appropriate. 

Multiple  Withdrawals  of  EPO  from  Single-Use  Vials 

Amgen,  Inc.'s  package  insert  for  EPO  states  that  only  one  dose  should  be  withdrawn  per 
vial,  the  vial  should  not  be  reentered,  and  unused  portions  should  be  discarded.  The 
package  insert  also  states  the  vial  of  EPO  contains  no  preservatives.  Nevertheless,  we 
found  it  was  widespread  practice  for  facilities,  both  free-standing  and  hospital  based,  to 
make  multiple  withdrawals  from  the  same  vial. 

Interviews  with  medical  personnel,  who  practice  multiple  withdrawal,  indicated  that  if 
done  under  the  proper  quality  control  procedures,  there  should  be  minimal  risk  to  the 
patient.  They  also  noted  that  the  level  of  EPO  dosages  can  vary  among  patients  and 
may  fall  between  the  2,000  and  4,000  unit  vial  package  size.  In  their  opinion,  it  seems 
impracticable  to  discard  the  imused  portion  considering  the  cost  of  the  drug. 

In  contrast,  some  medical  authorities  in  the  dialysis  field  have  serious  reservations  about 
multi-use  of  the  vials  because  of  the  possibility  of  infection  of  patients.  However,  the 
EPO  vial  sizes  do  not  leave  them  with  the  flexibility  to  dispense  the  appropriate  dose 
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and  also  be  economical  and  efficient.  For  example,  if  the  appropriate  dosage  falls 
between  2,000  and  4,000  units,  the  facility  will  either  incur  waste  and  the  costs 
associated  with  using  a  large  vial  size,  or  reduce  the  dosage  to  2,000  units. 

The  multiple  withdrawal  from  single-use  vials  is  of  great  concern  to  us  from  a  quality  of 
care  standpoint  since  it  deviates  from  the  manufacturer's  prescribed  method  for  which 
EPO  is  to  be  administered.  We  have  requested  in  a  report  dated  March  1990,  FDA's 
position  as  to  whether  the  multiple  withdrawals  of  EPO  from  the  single-use  vials  is 
appropriate  from  a  medical  and  FDA  labeling  standpoint. 

Market  Penetration  and  Program  Outlays 

In  the  development  of  the  interim  rate,  HCFA  estimated  that  EPO  in  the  first  year 
would  be  utilized  by  approximately  20,000  ESRD  beneficiaries,  or  about  20  percent  of 
the  ESRD  population.  Considering  that  EPO  is  a  sole  source  drug  and  Medicare  is  the 
primary  payer,  program  outlays  need  to  be  closely  monitored.  Based  on  our  survey  of 
selected  facilities  and  discussions  with  a  large  national  chain  organization,  the  current 
market  penetration  is  about  50  percent.  This  rise  in  EPO  utilization  could  increase  the 
initial  estimate  of  Medicare  program  outlays  from  $125  million  to  about  $330  million  in 
the  first  year  (Figure  3),  of  which  20  percent  will  be  absorbed  by  the  beneficiary. 

Amgen's  pricing  in  relation  to  its  cost 
may  have  to  be  reviewed  more  closely  as; 
program  outlays  continue  to  rise,  new 
uses  of  EPO  are  approved,  and  research 
and  development  costs  are  written  off. 
Alternatively,  it  may  be  necessary  to 
consider  a  change  in  the  Orphan  Drug 
Act  to  encourage  market  competition  by 
eliminating  the  7-year  marketing 
exclusivity  position  that  goes  to  the 
company  who  received  FDA  approval 
first. 


While  developing  the  interim  rate,  cost  estimates  were  used  because  the  availability  of 
historical  costs,  cost  allocations  and  sales  were  either  limited  or  did  not  exist.  Now  that 
the  product  has  been  on  the  market  and  in  production,  historical  cost  information  should 
be  available  and  made  accessible  as  a  means  to  evaluate  a  reasonable  payment  level. 
Uniform  accounting  and  product  cost  allocation  guidelines  for  biotech  research  and 
development  are  not  currently  required  for  companies  involved  in  drug  development. 
We  believe  the  payment  methodology  should  require,  at  least  in  instances  where  the 
Government  is  primary  payer,  that  Amgen's  books  and  records  be  open  for  audit  to  the 
Secretary.  In  addition,  uniform  accounting  and  cost  allocation  guidelines  should  be 


Market  Penetration 
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Figure  3  -  Estimated  Program  and  Beneficiary 
Outlays  for  EPO  at  Different  Levels. 
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established  to  properly  account  for  product  costs.  This  would  put  HCFA  in  a  better 
position  to  enter  into  direct  negotiations  with  Amgen  for  a  more  equitable  price  for 
EPO. 

Provider  Gross  Profit  Margins 

The  practice  of  multi-withdrawal  from  the  same  single-use  vial  and  lower  dosage  has  a 
significant  impact  on  establishing  a  fair  and  reasonable  payment  rate  for  EPO.  The 
HCFA  has  established  an  interim  payment  rate  to  the  dialysis  facilities  of  $40  per  dose 
of  EPO  for  less  than  10,000  units.  Our  review  at  selected  ESRD  facilities  disclosed  that 
the  average  cost  of  EPO  from  drug  wholesalers  is  about  $41  per  4,000  unit  vial,  or  about 
$10.25  per  1,000  units.  Considering  that  EPO  is  sold  only  in  vial  sizes  of  2,000,  4,000,  or 
10,000,  the  practice  of  multiple  withdrawal  reduces  waste  which  in  turn  reduces  cost  and 
increases  profits  to  the  medical  providers.  In  this  regard,  facilities  are  not  constrained 
by  package  size  and,  therefore,  can  vary  dosage  levels  while  still  maximizing  their  profit 
margin.  For  example,  a  facility  administering  2,500  units  of  EPO  to  one  patient  and 
1,500  units  to  another  patient  could  give  2  administrations  from  a  4,000  unit  vial  that 
cost  approximately  $41.  Under  the  reimbursement  system  they  would  receive  $40  an 
administration,  or  $80  for  the  2  administrations  ($32  x  2  =  $64  from  Medicare  plus  $8  x 
2  =  $16  fi-om  the  beneficiary)  thereby  increasing  their  profit  margin  significantly. 
Therefore,  if  multi- withdrawals  are  subsequently  found  to  be  proper,  then  a  rate  based 
on  the  actual  dosage  level  administered  is  more  appropriate.' 

The  average  EPO  dose  per  our  staiisllcal  sample  was  2,700  units.  Because  multi-use  of 
vials  appears  to  be  commonplace,  we  determined  the  average  cost  based  on  actual  units 
administered.  Using  $41  per  4,000  unit  vial,  we  calculated  that  for  a  2,700  unit  dosage, 
the  provider's  cost  would  be 
$27.68,  ($41  4-  4,000  units  x  2,700 
units).  (See  APPENDIX  H) 
With  the  payment  rate  at  $40  per 
dose,  this  results  in  a  $12.32,  or 
44  percent,  ($12.32  ^  $27.68) 
gross  profit  to  the  medical 
provider  (Figure  4).  Projecting 
our  sample  results  at  the  50 
percent  penetration  of  the  ESRD 
population,  we  estimate  Medicare 
reimbursement  in  excess  of  the 
providers  cost  is  about  $80 
million.  In  addition,  beneficiaries 
are  being  charged  $20  million  in 

excess  of  their  apportioned  cost.     Figure  4  -  Gross  Profit  Margin  at  the  Average  Dosage. 
(See  APPENDIX  IH) 


*  According  to  FDA  officials,  Amgen  has  discussed  with  them  the  development  of  a 
multi-use  vial  for  EPO. 
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RECOMMENDATIONS 

We  recommend  that  HCFA  consider: 


o       Eliminatmg  the  flat  interim  rale  and  establish  a  parent  rate  based  on 
actoaJ  units  of  EPO  administered  up  to  a  c^ped  amount. 

o       A  legislative  propi»al  to  permit  the  Secretary  discrete  authority  to 

Qjxx&s  the  books  and  records  of  Am^n,  Inc>  for  the  purpose  <k  setting 
a  reasonable  psQfment  level. 

o       CoQSultiiig  with  FDA  regarding  a  legislative  proposal  to  eliminate 
under  the  Orphan  Drag  Act  the  double  b^efit  of  tax  credits  and 
?-yeai  marketing  exchisivity  when  tiie  Federal  Government  is  the 
primary  p^^er  and  its  payments  are  si^ficant.  We  support  the  tax 
credits  but  recommend  the  7-year  malting  provision  be  revoked. 
This  should  eliminate  the  barrier  to  competition  and  result  in  competi- 
tive pricing  for  EPO. 
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STATISTICAL  DATA  FOR  NINETEEN  INTERMEDIARIES  REVIEWED 


INTERMEDIARY 


MEAN 
DOSE 


MEDIAN 
DOSE 


MODE 
DOSE 


JUDGMENTAL  SAMPLE: 


BLUE  CROSS  OF  MASS.,  INC. 

EMPIRE  BLUE  CROSS 

B.C.  OF  MARYLAND,  INC. 

B.C.  OF  VIRGINIA 

B.C./B.S.  OF  ALABAMA 

B.C./B.S.  OF  FLORIDA 

HEALTH  CARE  SERVICE  CORP.  IL. 

B.C./B.S.  OF  MICHIGAN 

GROUP  HOSPITAL  SERVICE,  TEXAS 

B.C.  HOSPITAL  SERVICE  OF  MISSOURI 

B.C.  OF  SOUTHERN  CALIFORNL\ 


1,912 
3,414 
2,675 
2,548 
2,974 
2,275 
3,016 
2,754 
2,488 
2,794 
2,658 


2,000 
3,000 
2,000 
2,000 
3,000 
2,000 
2,000 
3,000 
2,000 
2,000 
2,500 


2,000 
2,000 
2,000 
2,000 
4,000 
2,000 
2,000 
3,000 
2,000 
2,000 
2,000 


RANDOM  SAMPLE: 

N.H.  -  VERMONT  HEALTH  SERVICE 

B.C./B.S.  OF  DELAWARE,  INC. 

B.C./B.S.  OF  MISSISSIPPI 

B.C./B.S.  OF  GEORGIA 

BLUE  CROSS  OF  IOWA 

B.C./B.S.  OF  UTAH 

AETNA  LIFE  &  CASUALTY,  CAL. 

B.C./B.S.  OF  ARIZONA 


2,432  2,000  2,000 

1,850  2,000  2,000 

2,180  2,000  2,000 

2,495  ZOOO  2,000 

3,631  4,000  4,000 

3,042  3,000 

2,794  2,000  2,000 

2,615  3,000  3,000 


There  were  equal  number  of  claims  with  dosage  levels  2,000  units  and  4,000  units. 
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AVERAGE  DIALYSIS  FACILITY  GROSS  PROFIT  MARGIN  FOR  NINETEEN  INTERMEDIARIES  REVIEWED 
JUDGMENTAL  SAMPLE: 


AVERAGE 

COST 

DOSE 

PER  DOSE 

RATE 

MARK-UP 

BLUE  CROSS  OF  MASS^  INC. 

1,912 

$19.60 

$40.00 

S20.40 

EMPIRE  BLUE  CROSS 

3,414 

34.99 

40.00 

5.01 

B.C.  OF  MARYLAND,  INC. 

2,675 

27.42 

40.00 

12.58 

B.C.  OF  VIRGINIA 

2,548 

26.12 

40.00 

D.88 

B.C./B.S.  OF  ALABAMA 

2,974 

30.48 

40.00 

932 

B.C./B.S.  OF  FLORIDA 

2,275 

2332 

40.00 

16.68 

HEALTH  CARE  SERVICE  CORP.  IL. 

3,016 

30.91 

40.00 

9.09 

B.C./B.S.  OF  MICHIGAN 

2,754 

28.23 

40.00 

11.77 

GROUP  HOSPITAL  SERVICE,  TEXAS 

2,488 

25.50 

40.00 

14.50 

B.C.  HOSPITAL  SERVICE  OF  MISSOURI 

2,794 

28.64 

40.00 

1136 

B.C.  OF  SOUTHERN  CALIFORNL\ 

2,658 

2724 

40.00 

12.76 

JUDGMENTAL  SAMPLE  SUMMARY 

2,676 

27.43 

40.00 

12.57 

AVERAGE  GROSS  PROFIT  MARGIN  ($12^7  $27.43) 

45.8% 

RANDOM  SAMPLE: 


N.  H.-  VERMONT  HEALTH  SERVICE 

2,432 

$24.93 

$40.00 

$15.07 

B.C./B.S.  OF  DELAWARE,  INC. 

1,850 

18.% 

40.00 

21.04 

B.C./B.S.  OF  MISSISSIPPI 

2.180 

2235 

40.00 

17.65 

B.C./B.S.  OF  GEORGIA 

2,495 

25.57 

40.00 

14.43 

BLUE  CROSS  OF  IOWA 

3,631 

37.22 

40.00 

2.78 

B.C./B.S.  OF  UTAH 

3,042 

31.18 

40.00 

8.82 

AETNA  LIFE  &  CASUALTY,  CAL. 

2,794 

28.64 

40.00 

1136 

B.C./B.S.  OF  ARIZONA 

2,615 

26.80 

40.00 

13.20 

RANDOM  SAMPLE  SUMMARY 

2,736 

28.04 

40.00 

11.% 

AVERAGE  GROSS  PROFIT  MARGIN  ($11.%  -5-  $28.04) 

42.6% 

TOTALS 

2,700 

$27.68 

$40.00 

$1232 

GROSS  PROFIT  MARGIN 

($1232  T  $27.68) 

44.5% 

Source: 


A  statistical  sample  of  claims  submitted  by  dialysis  facilities. 

Average  doses  were  calculated  for  each  intermediary  by  dividing  the  dose  listed  on  the  claim  by  the 
number  of  claims  reviewed. 

Cost  data  was  provided  by  hospital-based  and  independent  dialysis  facilities  in  Region  I  and  a  national 
chain  of  independent  dialysb  facilities.  The  cost  per  dose  was  calculated  by  using  the  cost  of 
$41.00  per  4,000  unit  vials  multiplied  by  the  average  dose,  Le.,  $41.00    4,000  units  x  1,912  =  $19.60. 


Flat  rate  set  by  HCFA  for  10,000  units  or  less  of  EPO  administered. 
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AT  VARIOUS  LEVELS  OF  MARKET  PENETRATION 


DRAR 


APPENDIX  III 


POPULATIONS 


AT  20  PERCENT 

JUDGMENTAL 
RANDOM 

TOTAL 

AT  50  PERCENT 

JUDGMENTAL 
RANDOM 

TOTAL 

AT  80  PERCENT 

JUDGMENTAL 
RANDOM 


ESRD 


51,940 
54.060 


5L940 
54.060 

106.000 


51,940 
54.060 


106.000 


EPO 


10388 
10.812 

21.200 


25,970 
27.030 

53.000 


41,552 
43.248 


DOSES 

PER 

YEAR 


156 
156 


156 
156 


156 
156 


TOTAL 

ANNUAL 

DOSES 


1,620428 
1,686,672 


4,051320 
4.216,680 


6,482,112 
6,746,688 


TOTAL 
Sources: 

The  EPO  population  is  based  on  1988  HCFA  data  adjusted  by  an  8%  growth  factor. 
Doses  per  year  are  based  on  constant  treatment  of  three  doses  per  week. 
The  gross  markup  per  dose  is  calculated  on  Appendix  II. 
*  Includes  both  the  program  and  benefidaiy  share. 


GROSS 
PROFIT 
PER  DOSE 


$12.57 
11.% 


$1157 
11.% 


$12.57 
11.% 


TOTAL 
GROSS 
PROFIT' 


$  20370,037 
20.172.597 

$  40.542.634 


$  50,925,092 
50.431.493 

$101.356.585 

$  81,480,147 
80.690.388 

$162.170.535 
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FREQUENCY  DISTRIBUTION  OF  EPO  SAMPLE  CLAIMS 


Frequency 


Units 
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Chairman  Stark.  Dr.  Herdman. 

STATEMENT  OF  ROGER  C.  HERDMAN,  M.D.,  ASSISTANT  DIRECTOR 
FOR  HEALTH  AND  LIFE  SCIENCES,  OFFICE  OF  TECHNOLOGY 
ASSESSMENT,  ACCOMPANIED  BY  JANE  E.  SISK,  PH.D.,  SENIOR 
ASSOCIATE 

Dr.  Herdman.  Thank  you,  Mr.  Chairman. 

We  are  happy  to  represent  OTA,  testifying  before  you  today  on  a 
subject  which,  as  you  know,  was  discussed  in  a  report  which  you 
requested,  and  we  issued  in  May  of  1990. 

As  you  request,  I  am  going  to  just  summarize  my  remarks  with  a 
few,  seven  or  eight,  summary  points,  which  will  come  from  the 
report  which  we  prepared  for  you,  and  perhaps  extend  a  little  bit. 

First  of  all,  I  want  to  say  that  the  research  and  development  and 
the  introduction  of  erythropoietin  are  stunning  scientific  and  clini- 
cal advances,  so  the  subject  of  the  delivery  system  and  the  financ- 
ing system  to  bring  this  advance  to  the  tens  of  thousands,  and 
probably  ultimately  hundreds  of  thousands  of  Medicare  benefici- 
aries, of  American  citizens  who  will  benefit  from  it,  and  benefit 
substantially,  is  a  very  important  subject  indeed. 

Second,  I  would  urge  all  of  those  involved  to  carefully  review  the 
current  situation,  make  sure  the  problem  is  overpayment  and  not 
underutilization,  keeping  in  mind  that  as  the  inspector  general  has 
noted,  the  original  dosage  was  projected  at  around  5,000  units,  and 
essentially  nobody  now  is  receiving  5,000  or  greater  units.  I  think 
97  percent  of  the  dosages  are  less  than  that. 

Third,  I  think  the  cost  figures  need  to  be  confirmed,  keeping  in 
mind  that  there  is  more  than  the  product  cost  here.  We  have  re- 
ceived varying  estimates  of  $4  to  $11  per  administration,  as  admin- 
istrative or  administration  costs  for  the  erythropoietin  to  patients 
at  dialysis  centers. 

I  want  to  stress,  however,  in  mentioning  those  figures  that  those 
are  not  audited  or  confirmed  figures,  and  that  they  are  provided  by 
people  whose  interests  are  well  served  by  inflated  figures.  And  my 
past  experience,  which  I  can  describe  when  we  get  to  the  questions, 
leads  me  to  express  some  skepticism. 

Fourth,  our  view — in  our  view,  the  situation  of  the  dialysis  cen- 
ters is  still  not  stable.  The  percentage  of  patients  receiving  erj^hro- 
poietin  will  probably  escalate  to  75  percent,  based  on  the  levels  of 
anemia  and  the  results  we  know  about,  and  the  dosage  may  change 
also  as  experience  shows  the  best  way  to  get  reasonably  and  expe- 
ditiously to  a  hematocrit  of  30  or  so — and  by  the  way,  there  is  no 
real  scientific  reason  to  say  30,  as  opposed  to,  say,  32  or  35. 

We  need,  also,  I  think,  to  have  a  better  feel  for  the  physician 
payment  and  dosing,  to  compare  with  the  center  dosing  and  pay- 
ment, to  give  us  an  idea  what  would  happen  if  payment  were  tied 
to  the  level  of  human  erjrthropoietin  that  was  given. 

Our  written  testimony  describes  various  incentives  and  possible 
impacts  on  usage  and  cost  of  methods  of  paying  for  EPO.  Some  pro- 
vide incentives  for  underutilization,  some  possibly  for  overutiliza- 
tion.  A  fee  schedule  would  provide  the  greatest  ability  to  recognize 
differences  in  various  providers,  and  if  precisely  calibrated,  which 
would  be  tricky,  since  anjrthing  would  be  an  aggregate  type  of  situ- 
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ation  and  be  an  approximation,  but  if  calibrated,  would  provide  the 
least  economic  distortion  of  medical  appropriateness. 

However,  it  makes  sense  to  get  good  cost  information  and  have 
the  patient  population  stabilize  in  use  and  doses  of  erjrthropoietin 
before  making  changes.  In  the  meantime,  Medicare  could  consider 
that  a  small  decrease  in  the  fixed  rate  of  pajmaent  might  be  justi- 
fied, provided  the  quality  of  care  issue  is  addressed. 

And,  of  course,  whatever  is  done,  quaUty  assurance  is  vitally  im- 
portant. 

Next,  I  think  it  should  be  kept  in  mind  dialysis  centers  did  not 
take  risks  or  exercise  creativity  in  bringing  this  advance  to  the 
public;  the  developer  did  so.  If  there  are  to  be  financial  rewards,  it 
seems  to  me,  they  should  go  to  the  developer  rather  than  the  dialy- 
sis centers. 

OTA  did  look  to  the  cost  of  production,  but  most  of  our  work  is 
based  on  the  fine  work  of  the  inspector  general,  so  I  won't  com- 
ment on  that  any  more,  except  to  say,  as  everybody  I  think  here 
knows,  in  terms  of  competitive  bids  or  dealing  with  the  manufac- 
turer directly  from  the  program,  it  seems  likely  there  may  be  com- 
petitors in  the  not-too-distant  future.  And  before  one  makes  a 
major  move  with  Amgen,  one  ought  to  consider  one  might  have 
more  than  one  player. 

Last,  I  would  say  that  we  also  agree  with  the  inspector  general 
that  some  of  the  original  assumptions  on  which  the  payment  rates 
were  at  least  in  part  based,  that  is  the  market  penetration,  have 
proved  to  be  underassumptions  and  thus,  since  the  fixed  costs  prob- 
ably won't  change  very  much  as  the  amoimt  sold  increases,  only 
the  variable  costs,  probably  the  amount  of  profit  that  Amgen  is  re- 
alizing on  this  biologic  has  increased. 

Thank  you  very  much,  Mr.  Chairman. 

Chairman  Stark.  Thank  you. 

[The  statement  of  Dr.  Herdman  and  Ms.  Sisk  follows:] 
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MEDICARE  PAYMENT  FOR  RECOMBINANT  ERYTHROPOIETIN 

Testimony  of  Roger  C.  Herdman,  M.D. ,  and  Jane  E.   Sisk,  Ph.D. 
Office  of  Technology  Assessment,  U.S.  Congress 
before  the  House  Ways  and  Means  Committee,  Subcommittee  on  Health 

Washington,  DC 
June  14,  1990 

The  development  of  recombinant  human  erythropoietin  (rHuEPO)  represents 
an  important  therapeutic  breakthrough  for  treating  anemia  associated  with 
chronic  renal  failure.     The  biologic  corrects  patients'  anemia  and  appears  to 
improve  the  quality  of  their  lives.     Medicare  coverage  has  given  beneficiaries 
financial  access  to  a  product  that  is  becoming  the  standard  of  care  for  anemia 
associated  with  chronic  renal  failure.     In  considering  changes  in  Medicare 
payment  policies,  the  likely  effects  on  the  quality  of  beneficiaries'  care  and 
on  their  financial  access  to  care  conunand  primary  attention. 

Since  Medicare  coverage  for  rHuEPO  began  in  June  1989,  Medicare  has  paid 
dialysis  facilities  $40  per  rHuEPO  treatment  for  any  dose  up  to  10,000  units 
plus  an  additional  $30  for  any  dose  over  10,000.     This  rate  was  based,  at 
least  in  part,  on  an  analysis  of  the  manufacturer's  costs.     Starting  November 
1989,  Medicare  has  paid  for  rHuEPO  provided  in  physicians'   offices  on  a  fee- 
for-service  basis  and  sets  approved  charges  based  on  customary,  prevailing, 
and  reasonable  (CPR)  charges.     However,   for  physicians  who  receive  monthly 
capitation  payments  to  supervise  patients'  care  related  to  dialysis.  Medicare 
pays  only  for  the  product  and  supplies,  not  for  physician  or  other  staff  time 
to  administer  the  biologic. 

The  main  issues  currently  surrounding  Medicare  payment  for  rHuEPO 
concern  the  method  of  payment,   the  level  of  payment,  different  payment  methods 
for  dialysis  centers  and  physicians'  offices,  and  coverage  of  self- 
administration  by  home  dialysis  patients.     Our  testimony  on  these  issues  is 
based  on  a  recent  report.  Recombinant  Erythropoietin:     Payment  Options  for 
Medicare .   that  the  Office  of  Technology  Assessment  prepared  for  this  committee 
(US  Congress,  OTA,  1990)  and  on  additional  data  obtained  since  then. 

Method  and  Level  of  Payment  to  Providers 

Fixed  Rate  per  rHuEPO  Treatment 

The  current  method  of  paying  dialysis  centers  per  rHuEPO  treatment 
provides  a  financial  incentive  for  providers  to  use  as  few  units  of  rHuEPO  as 
possible,  and  even  to  skimp  on  use,  because  below  10,000  units  they  receive 
the  same  revenue  regardless  of  the  dose  administered.     Starting  therapy  with  a 
low  dose  is  also  consistent  with  routine  clinical  practice,  since  patient 
response  cannot  be  predicted  a  priori.     It  is  therefore  appropriate  to  start 
with  a  low  dose  and  increase  it  if  the  patient  does  not  respond.  Moreover, 
using  a  low  steady  dose  throughout  therapy  may  avoid  the  wide  swings  in 
hematocrit  levels  that  have  resulted  from  using  higher  doses,  reducing  the 
dose  when  the  target  hematocrit  level  has  been  reached,  and  then  refining  the 
dose  to  maintain  the  desired  level. 

According  to  data  from  clinical  trials,  during  the  induction  phase, 
before  the  target  hematocrit  was  reached,  about  55  percent  of  patients 
responded  to  doses  equivalent  to  about  3,000  units  per  patient,  and  about  80 
percent  responded  to  doses  equivalent  to  over  5,000  units  (Eschbach  and 
Adamson,  1990).     Doses  required  to  maintain  hematocrits  at  the  target  level 
could  be  much  lower,  however. 

The  most  recent  data  from  Medicare  claims  are  consistent  with  the 
financial  incentives  of  the  current  payment  method  and  with  a  conservative 
clinical  approach.     By  the  end  of  April  1990,  Medicare  was  processing  claims 
from  1,560  or  86  percent  of  Medicare  dialysis  centers  for  rHuEPO  therapy  to 
almost  40,000  beneficiaries  (see  tables  1  and  2).     Claims  processed  from 
November  1989  through  April  1990  indicated  that  patients  had  averaged  about 
2,700  units  per  treatment  (Eggers,  1990).     Medicare's  approved  charge  has 
averaged  about  $41,  an  amount  that  incorporated  $30  additional  payment  for  the 
small  percentage  of  treatments  over  10,000  units.     In  the  centers  surveyed  by 
the  Office  of  the  Inspector  General,  product  cost  per  rHuEPO  treatment 
averaged  $28  from  November  1989  through  March  1990  (US  DHHS,  OIG,  1990). 
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However,  the  product  cost  of  rHuEPO  is  only  one,  albeit  the  largest, 
component  of  a  dialysis  center's  costs.     Estimates  of  the  additional  costs 
range  from  about  $4  per  treatment  (from  a  center  in  Michigan  for  labor, 
supplies,  and  financing)  to  about  $5.40  per  treatment  (from  75  responses  to  a 
survey  of  the  National  Renal  Administrators'  Association  in  Nov.  1989  for 
additional  direct  personnel,  supplies,  billing,  and  handling,  but  excluding 
nursing  supervision,  quality  assurance,  financing,  and  bad  debt)  to  more  than 
$10  (from  National  Medical  Care,  including  a  $2  allowance  for  bad  debt  and 
$4.47  for  administrative  overhead).     These  figures  represent  unaudited  costs 
from  dialysis  facilities  who  have  an  interest  in  estimating  them  to  be  high. 
Most  appropriate  for  policy  decisions  would  be  the  costs  of  efficiently 
providing  rHuEPO,  which  may  well  differ  from  the  costs  incurred. 

Depending  on  actual  costs,  the  total  costs  of  treatment  to  dialysis 
facilities  could  range  from  $32  to  $38.75.     If  revenue  per  treatment  averaged 
$41  (80  percent  from  Medicare,  20  percent  from  beneficiaries  or  other  payers), 
revenue  would  exceed  costs  by  $2.25  to  $9.     It  is  important  to  note  that  these 
averages  may  well  mask  substantial  differences  in  costs  or  revenues  among 
different  types  of  facilities.     The  GIG,  for  example,  reported  that  hospital- 
based  facilities  averaged  about  3,500  rHuEPO  units  per  dose,  but  independent 
facilities  averaged  about  2,500  units  per  doses. 

Inclusion  of  rHuEPO  Therapy  in  the  Composite  and  Capitation  Rates 

One  alternative  for  dialysis  patients  is  to  include  rHuEPO  therapy  in 
the  composite  rate  paid  dialysis  centers  or  distributors  for  all  services 
relating  to  a  dialysis  session  and  in  the  capitation  rate  paid  supervising 
physicians.     This  method  contains  even  stronger  incentives  for  providers  to 
underuse  rHuEPO,  because  they  would  receive  the  same  revenue  regardless  of  how 
many  patients  they  treated  or  how  large  a  dose  they  used. 

Since  rHuEPO  therapy  is  still  diffusing  among  the  dialysis  population, 
it  would  be  premature  to  adopt  this  payment  method.     The  number  of  Medicare 
dialysis  patients  receiving  rHuEPO  from  dialysis  centers  almost  doubled  from 
January  through  March,  and  the  40,000  people  receiving  rHuEPO  in  March  may 
represent  close  to  half  the  Medicare  dialysis  patients  who  are  candidates  for 
the  biologic.     Until  the  percentage  of  treated  patients  and  the  dose 
stabilize,  including  payment  for  rHuEPO  in  the  composite  rate  would  be 
difficult  and  potentially  inequitable  for  providers. 

Payment  According  to  rHuEPO  Units  Used 

Payment  according  to  the  number  of  rHiiEPO  units  used,  comparable  to  fee- 
for-service  payment  for  physician  services,  may  contain  strong  financial 
incentives  for  providers  to  increase  the  number  of  units  used  and  the  number 
of  patients  treated,  as  long  as  revenue  exceeds  costs  for  the  additional 
units.     Medicare  is  currently  using  this  method  to  pay  for  rHuEPO  administered 
in  physicians'  offices.     Medicare  suggested  that  carriers  establish  approved 
rates  for  the  product  according  to  prices  listed  in  certain  compendia,  which 
in  turn  reflect  manufacturers'  list  prices.     For  supplies  such  as  syringes  and 
needles.  Medicare  suggested  that  carriers  might  pay  $3  in  connection  with 
injectables,  such  as  rHuEPO,  for  patients  with  end-stage  renal  disease. 

This  variant  of  payment  according  to  physicians'  customary,  prevailing, 
and  reasonable  (CPR)  charges  makes  Medicare  a  passive  participant  in 
determining  payment  rates  and  total  expenditures  for  the  product  component  of 
approved  charges.     In  addition,  this  method  gives  providers  an  incentive  to 
increase  dosage  to  the  high  end  of  the  clinically-acceptable  range  and  perhaps 
beyond.     No  information  is  yet  available  from  Medicare  on  claims  for  rHuEPO 
therapy  from  physicians'  offices. 

Payment  according  to  a  fee  schedule  would  continue  payment  according  to 
the  number  of  units  provided,  but  give  Medicare  more  control  over  payment 
rates.     Medicare  could  set,  in  advance  of  the  period  during  which  they  were  to 
apply,  a  schedule  of  fees  that  it  would  pay  for  different  units  of  rHuEPO. 
With  fee  schedules,  Medicare  could  encourage  or  discourage  the  use  of  rHuEPO 
or  its  use  in  certain  settings  by  raising  or  lowering  payment  rates.  This 
method  would  apply  to  rHuEPO  payment  the  method  being  phased  in  for  physician 
services  generally  under  the  Omnibus  Budget  Reconciliation  Act  of  1989  (Public 
Law  101-239).     Fee  schedules  could  also  be  used  for  payment  to  dialysis 
centers. 
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Conclusions  Regarding  Provider  Payment 

If  dialysis  centers  are  currently  realizing  a  profit  on  rHuEPO  therapy, 
It  reflects  a  combination  of  conservative  clinical  management  and  the 
financial  Incentives  of  the  present  payment  method.     Dialysis  centers  are  in 
effect  testing  on  a  large-scale  the  effectiveness  of  lower  doses  during  the 
induction  period.     Basing  payment  on  the  number  of  units  administered, 
however,  would  almost  certainly  lead  to  higher  doses  per  patient,  without 
necessarily  benefiting  patients  and  perhaps  harming  them.    Unfortunately,  no 
information  Is  available  on  physicians'  offices.     It  would  be  enlightening  to 
compare  dosing  levels  in  physicians  offices,  which  are  paid  more  for  larger 
doses,  with  dosing  levels  in  dialysis  centers,  which  are  paid  a  fixed  rate  per 
rHuEPO  treatment. 

Given  the  current  situation,  there  is  much  to  commend  letting  the 
percent  of  dialysis  patients  treated  and  the  dosage  stabilize  before  changing 
the  method  of  payment.     In  the  Interim,  Medicare  could  consider  retaining  the 
fixed  rate  per  treatment  for  dialysis  facilities,  but  changing  the  level  of 
payment.     Claims  data  over  a  6 -month  period  suggest  that  patients  are 
continuing  to  receive  low  doses. 

Certain  analyses  are  needed,  however,  to  derive  reasonable  payment 
rates.     The  most  immediate  pertains  to  quality  assessment.     Since  current 
payment  to  dialysis  facilities  provides  an  incentive  to  skimp  on  use,  it  is 
important  to  question  whether  low  average  doses  have  resulted  from 
undertreatlng  beneficiaries.     Claims  data  will  indicate  whether  the 
hematocrits  of  patients  receiving  low  doses  are  rising  over  time.     The  quality 
concern  for  CPR  payment  to  physicians  is  from  the  opposite  direction,  since 
CPR  pajnnent  encourages  greater  use.     In  addition,  information  on  the  costs  of 
providing  rHuEPO  and  the  distribution  of  patients  and  costs  across  facilities 
should  also  be  examined.     Perhaps  this  information  can  be  derived  from  data 
already  gathered  by  the  OIG  or  HCFA.     Equitable  payment  among  providers  may 
require  adjusting  payment  rates  across  facilities. 

If  a  dual  rate  structure  is  retained  for  dialysis  facilities,  it  would 
be  advisable  to  retain  10,000  units  as  the  threshold  or  to  substitute  another 
level  considered  extremely  high.     Otherwise,  providers  might  be  encouraged  by 
the  higher  pajrment  rate  to  administer  higher  doses  to  patients  who  would  not 
benefit  from  it. 

Medicare  presently  varies  the  level  and  method  of  payment  for  rHuEPO 
according  to  the  setting  in  which  it  is  provided.     Equity  among  beneficiaries 
and  providers  and  incentives  for  efficient  use  of  medical  services  would  argue 
for  paying  the  same  amount  for  the  same  service,  regardless  of  where  it  was 
provided.     Despite  this  general  principle,  it  may  be  preferable  to  delay 
standardizing  pajnnent  across  providers  until  dosages  and  patients  treated 
become  more  stable.     During  this  interim  period.  Congress  could  consider 
establishing  fee  schedules  for  payments  to  physicians'  offices. 

Payment  for  the  Product 

Since  Medicare  is  by  far  the  predominant  U.S.  payer  for  rHuEPO  and  Amgen 
has  been  the  sole  supplier  for  the  U.S.  market,  the  question  arises  of  whether 
Medicare  has  sufficiently  exercised  its  market  power  to  obtain  low  payment 
rates  for  the  biologic 's  use. 

The  rate  that  Medicare  now  pays  dialysis  facilities  for  the  product  was 
based  partly  on  Amgen' s  estimated  costs.     Over  several  months  of  discussion, 
Amgen  shared  with  the  Office  of  the  Inspector  General  and  HCFA  detailed 
information  about  its  sources  of  investment  and  expected  costs  of  production. 
Amgen  and  HCFA  did  not  negotiate  a  payment  rate  for  rHuEPO.     Amgen  set  its 
price  to  wholesalers  at  $10  per  1,000  units,  and  Medicare  set  its  payment  rate 
to  dialysis  facilities  at  $40  for  up  to  10,000  units.     Compared  with  prices  in 
17  other  developed  countries,  when  adjusted  for  the  purchasing  parities  of  the 
countries'  currencies,  Amgen' s  U.S.  price  was  lower  than  in  11  countries, 
about  the  same  as  Sweden's  and  Austria's,  and  higher  than  in  4  countries  (see 
table  3). 

Amgen  and  the  Department  of  Health  and  Human  Services  faced  typical 
problems  in  trying  to  calculate  a  payment  rate,  such  as  how  to  allocate  costs 
common  to  Amgen' s  other  products,  such  as  research  and  development,  to  rHuEPO; 
and  what  is  an  appropriate  profit  rate  for  rHuEPO.     For  example,  if  accounting 
methods  are  used  to  allocate  common  costs,  it  may  be  more  appropriate  to  apply 
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to  rHuEPO  the  average  profit  rate  that  has  been  realized  for  significant 
therapeutic  breakthroughs,  rather  than  the  average  rate  for  the  industry  as 
whole.     It  is  also  reasonable  that  the  government  consider  the  effect  on  Amgen 
and  on  the  industry  when  setting  payment  policy.     Although  Amgen  has  held  a 
monopoly  on  the  U.S.  sale  of  rHuEPO,  certain  factors  have  limited  its  market 
power.     Amgen  has  been  particularly  dependent  on  Medicare  revenue  because 
Epogen  was  the  company's  first  product  on  the  market.     Furthermore,  Amgen  has 
been  engaged  in  legal  and  regulatory  disputes  with  other  potential  suppliers. 
It  is  possible  that  in  the  near  future,  two  additional  companies  will  be 
supplying  the  U.S.  market,  Ortho  Pharmaceutical  and  Chugai -Upjohn. 

The  viability  and  advisability  of  approaches  to  product  payment  must  be 
considered  within  the  dynamic  context  of  the  market  for  rHuEPO.     With  only  one 
supplier  about  to  enter  the  market,  HCFA  based  product  payment  on  a  thorough 
review  of  manufacturer  costs ,  but  the  impracticality  of  this  approach 
increases  with  the  number  of  suppliers.     Given  Medicare's  predominant  position 
as  a  payer  of  rHuEPO  therapy,  it  is  unlikely  that,  using  the  Federal  Supply 
Schedule,  Medicare  could  obtain  substantial  price  concessions  from  suppliers. 
To  be  viable,  the  alternative  of  setting  pajnnent  for  the  product  through 
competitive  bidding  requires  at  least  two  manufacturers.     In  any  case, 
government  experience  with  competitive  bidding  for  health  care  services  has 
been  disappointing.     Any  contractual  agreement  between  Medicare  and  a 
manufacturer  would  have  to  take  into  account  the  stability  of  market 
conditions  and  the  effect  on  the  long-term  competitiveness  of  the  industry. 
Since  additional  suppliers  may  enter  the  market  in  the  near  future.  Medicare 
would  probably  benefit  from  delaying  any  contracts  or  limiting  them  to  a  short 
period. 

Payment  for  Self -Administration  by  Home  Dialysis  Patients 

Because  the  Social  Security  Act  prohibits  Medicare  coverage  of  most 
pharmaceuticals  that  Medicare  beneficiaries  administer  to  themselves.  Medicare 
does  not  cover  rHuEPO  self -administered  by  home  dialysis  patients.  Although 
these  patients  manage  to  administer  dialysis  treatments  and  related  medical 
services  at  home,  they  must  travel  to  their  supervising  dialysis  facilities  or 
physicians'   offices  to  receive  rHuEPO  covered  by  Medicare.     Coverage  of  self- 
administration  would  improve  equity  among  dialysis  patients  and  permit  home 
patients  to  continue  more  independent  lifestyles  and  improved  functional 
status.     Although  no  clinical  trials  looked  specifically  at  home 
administration,  a  few  clinicians  have  reported  that  patients  on  home  dialysis 
have  administered  rHuEPO  intravenously  or  subcutaneously  with  no  unusual 
safety  problems. 

Although  coverage  of  self -administration  for  home  dialysis  patients 
would  increase  their  financial  access  to  rHuEPO  and  their  use,  expenditures 
incurred  by  the  Medicare  program  are  likely  to  increase.     The  Congressional 
Budget  Office  (CBO)  recently  estimated  that,  allowing  for  reductions  in  blood 
transfusions,  such  coverage  would  raise  federal  outlays  $25  million  for  fiscal 
year  1991  (Hausman,   1990).     This  estimate  assumed  that,  as  H.R.  4247  and  S. 
2098  propose.  Medicare  would  require  home  patients  to  obtain  rHuEPO  supplies 
from  dialysis  facilities  and  distributors  and  would  pay  these  providers  the 
same  rate  as  for  patients  who  receive  dialysis  in  facilities. 
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Table  1  -  Medicare  Payment  for  rHuEPO,  November  1989  -  April  1990 


Medicare 

Approved        Average  Average 
Dialysis        Chargesd        Dose          No.  of  Hematocrit 
Facilities  (millions)  (units)  Patients  (percent) 


Month 


Nov 

782 

$  7.8 

2,688 

15,000 

26. 

.8 

Dec 

1,088 

10.6 

2,712 

20,900 

27, 

,7 

Jan 

1,200 

20,400 

27, 

9.9 

2,676 

.5 

Feb 

1,441 

16.9 

2,658 

31,100 

27, 

.7 

Mar 

1,561 

22.8 

2,685 

39,400 

28, 

,0 

Apr 

1,560 

19^ 

2,653 

37,600 

28, 

.3 

Total 

$87.5 

Source:     Paul  Eggers ,  U.S.  DHHS,  Health  Care  Financing  Administration, 
personal  communication,  Baltimore,  June  6,  1990. 


Table  2  -  Distribution  of  rHuEPO  Doses 
Paid  by  Medicare,  April  1990 


Dosage  Range 


0 

1,501 
2.001 
2,50^ 
3,001 
3,501 
4,001 
4,501 
5,001 


1,500 
2,000 
2,500 
3,000 
3,500 
4,000 
4,500 
5,000 
10,000 


over  10,000 


Percent  of  Patients 
14.9  % 
37.9 
7.1 
15.5 
3.3 
15.8 
.5 
1.7 
3.1 

 J, 

100.0  % 


Source:     Paul  Eggers,  U.S.  DHHS,  Health  Care  Financing  Administration, 
personal  communication,  Baltimore,  June  11,  1990. 
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Table  3  -  Prices  of  4,000  Units  of  Recombinant  Erythropoietin 
to  Providers,  by  Country,  December  1989 


Price  in  Current  Exchange  Rate^      Purchasing  Power  Parity" 

Country's  Price  in  Price  in 

Currency^  Rate        U.S.  Dollars  Rate  U.S.  Dollars 


Greece 

13,000, 

.00 

165, 

.40 

78, 

59 

100 

.00 

130, 

,00 

Portugal 

9,508, 

.00 

148, 

.30 

64, 

11 

84, 

.10 

113, 

,06 

Spain 

7,200, 

,00 

104, 

.83 

68. 

68 

106, 

.00 

67, 

,92 

Great  Britain 

36, 

.00 

,59 

61. 

00 

,58 

62 

,00 

Japan 

12,653, 

.32'' 

154, 

.35 

81 

.98 

213 

.00 

59 

.41 

Italy 

73,777, 

.00 

1241, 

,50 

59. 

43 

1,399, 

.00 

52, 

,75 

Liixembourg 

2,023, 

.00 

34, 

.78 

58. 

17 

41, 

.00 

49, 

,34 

Netherlands 

114, 

.00 

1, 

.96 

58. 

16 

2, 

.40 

47, 

,50 

Belgium 

2,022. 

.83 

34, 

.78 

58. 

16 

44, 

.50 

45, 

.46 

France 

330, 

.00 

5, 

.72 

57. 

69 

7, 

,43 

44, 

.41 

Norway 

383, 

.00 

6, 

.51 

58. 

80 

8. 

.64 

44, 

.33 

Sweden 

360, 

.00 

6, 

.13 

58. 

30 

8. 

.69 

41, 

.43 

Austria 

694. 

.45 

11, 

.94 

59. 

66 

16. 

.80 

41, 

.34 

United  States 

41, 

.00« 

41. 

00 

41 

.00 

Germany 

98. 

.00 

1, 

.69 

57. 

99 

2. 

,47 

39, 

.67 

Denmark 

396. 

.00 

6, 

.46 

61. 

30 

10, 

.20 

38, 

.82 

Switzerland 

88. 

.00 

1, 

.48 

59. 

46 

2. 

.43 

36, 

.21 

Finland 

224. 

.39 

3, 

.98 

56. 

38 

6. 

,21 

36, 

.13 

■  Japanese  price  provided  by  Chugai -Upjohn,  Inc.,   and  all  other  foreign  prices 
provided  by  Ortho  Pharmaceutical  Company. 

^Exchange  rate  of  $1  U.S.   in  terms  of  the  foreign  currency  on  June  11,  1990. 

Represents  the  purchasing  power  parities  (PPP)  for  the  individual  countries, 
a  conversion  factor  that  is  based  on  the  purchasing  power  of  foreign 
currencies  relative  to  U.S.  dollars  as  measured  for  a  given  market  basket  of 
goods  (Schieber  and  Poullier,  1989).     Purchasing  power  parities  are  superior 
to  current  exchange  rates ,  because  the  latter  are  more  reflective  of  the 
relative  demands  for  the  limited  goods  traded  among  countries  rather  than 
the  relative  purchasing  powers  of  the  respective  currencies. 

^  Extrapolated  from  the  price  of  a  3,000-unit  vial,   9,490  yen. 

®  United  States  price  is  based  on  a  recent  survey  of  dialysis  facilities  by 
the  Office  of  the  Inspector  General  (U.S.  DHHS ,  OIG,  1990). 
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Chairman  Stark.  Mr.  Gradison. 

Mr.  Gradison.  Thank  you,  Mr.  Chairman. 

Mr.  Chairman,  the  testimony  today  has  been  excellent  in  this 
panel,  and  it  is  consistent  with  things  we  have  been  hearing  from 
others,  the  research  done  over  the  years,  including  the  work  done 
by  the  RAND  Corp.,  which  suggests  that  there  is  a  great  deal  of 
care  being  provided  and  being  paid  for  which  is  either  unnecessary 
or  medically  inappropriate. 

We  are  spending  a  ton  of  money  right  now  to  try  to  ferret  that 
out,  most  particularly  through  the  PRO's.  I  think  it  would  be  a  big 
mistake  to  suggest,  and  I  am  not  saying  anyone  is  suggesting  this, 
but  I  think  it  would  be  a  big  mistake  to  suggest  the  problem  here  is 
we  are  not  spending  enough  money,  and  if  we  were  to  spend  more 
money,  we  would  somehow  ferret  it  out. 

You  all  have  looked  at  it  closely.  Why  is  it  your  studies,  and 
others,  conclude  there  may  be  15  to  25  percent  or  more  medically 
inappropriate  or  medically  unnecessary  care — and  so  does  the 
RAND  Corp. — but  the  PRO's  come  up  with  a  couple  percent  at  the 
most? 

Is  it  they  don't  spend  enough  money,  or  is  there  something  else 
that  may  explain  why  our  present  efforts  haven't  been  able  to  iden- 
tify, in  specific  clinical  situations,  after  the  fact,  what  you  find 
through  your  research  efforts?  Are  you  too  high  and  they  are  too 
low,  or  what? 

Mr.  Mangano.  The  PRO's  denied  only  0.08  percent  of  the  re- 
quests for  cataract  surgery  and  we  found  1.7  percent  were  unneces- 
sary. In  doing  our  review,  we  looked  at  the  full  medical  record.  We 
never  felt  that  the  local  PRO's  have  been  aggressive  in  taking  ac- 
tions against  physicians  in  their  local  communities. 

For  what  reasons,  we  can't  tell,  other  than  in  the  fact  in  many 
cases  they  don't  want  to  take  severe  actions  against  local  physi- 
cians. In  doing  our  reviews,  our  reviews  were  all  conducted  by  phy- 
sicians looking  at  the  medical  necessity. 

The  pro's  typically,  in  doing  preprocedure  review,  will  get  a  re- 
quest in  from  the  physician,  but  the  person  taking  that  request  will 
be  a  nurse.  The  nurse  will  review  it  against  the  standards  that 
PRO  has  adopted  for  that  locality.  If  there  is  a  problem,  the  nurse 
will  turn  it  over  to  the  physician,  but  this  is  a  very  low,  small  per- 
centage that  get  turned  over  to  the  physician. 

I  guess  the  simplest  answer  to  your  question  is,  we  don't  believe 
that  the  procedures  now  used  by  the  local  PRO's  are  as  effective  as 
they  could  be.  When  we  have  instances  where  we  believe  we  have 
identified  potentially  problematic  areas,  like  in  this  study,  very 
high-volume  providers,  we  think  they  should  do  some  different 
things,  like  second  surgical  opinion  for  areas  where  either  provid- 
ers are  problematic  or  have  a  high  poor-incidence  rate,  there  may 
be  a  need  for  further  review. 

Mr.  Gradison.  Anyone  else  to  advise  us  on  this  subject? 

Ms.  Shikles.  We  did  not  focus  on  the  PRO's,  but  on  the  interme- 
diaries and  carriers.  We  are  concerned  because  of  cuts,  and  the 
oversight  of  the  program.  Nobody  is  looking  at  the  procedures,  and 
they  have  a  set  of  screens,  very  simple  things  that  aren't  as  com- 
plex as  were  described. 
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Everybody  knows  when  the  screens  are  shut  off.  You  shut  them 
off  if  you  don't  have  any  staff  to  look  at  claims.  These  are  very 
simple  things  the  nurse  reviewer  would  pick  up,  and  say  this  is  an 
inappropriate  payment.  What  happens  is  they  don't  have  the  staff 
to  work  them,  so  there  is  no  point  in  running  the  screens. 

And  so,  basically,  you  are  just  pa3dng  claims. 

Mr.  Gradison.  I  understand  that  argument,  and  I  don't  doubt 
there  is  a  lot  to  it,  but  I  focused  on  the  PRO's,  because  they  are 
doing  it  after  the  fact.  They  ought  to  pick  these  things  up  if  they 
are  doing  their  job.  And  I  am  not  convinced  that  the  problem  is  we 
are  not  spending  enough  money.  I  am  not  convinced  of  that  at  all. 

My  personal  hunch  is  we  are  not  spending  the  money  we  are 
spending  very  well,  and  for  the  results  we  get  through  this  process, 
we  might  just  as  well  spend  less,  because  they  are  not  picking  up 
enough  to  justify  what  we  are  spending  now. 

The  reason  I  say  this  now  is  the  comments  suggest  maybe  the 
problem  is  we  are  not  spending  enough  money.  If  I  am  wrong,  I 
hope  you  will  correct  me. 

Mr.  Mangano.  If  I  could  add  one  other  statement:  The  percent- 
age I  gave  you,  0.08  percent  for  cataracts,  that  was  an  average. 
Some  pro's  have  been  doing  far  worse. 

There  are  some  PRO's  that  have  never  referred  a  physician  to 
the  OIG  for  possible  sanctions.  So  that  the  quality  of  the  work  of 
the  pro's  themselves  is  very  suspect  in  some  communities. 

Mr.  Gradison.  Thank  all  of  you.  It  is  extremely  helpful  and  very 
important. 

Thank  you,  Mr.  Chairman.  I  wasn't  here  earlier,  but  I  do  want  to 
thank  you  for  calling  this  hearing.  It  is  a  very  important  series  of 
issues. 

Chairman  Stark.  Mr.  Coyne. 
Mr.  Levin. 

Mr.  Levin.  Thank  you. 

Let  me  briefly  pick  up  on  Mr.  Gradison's  point,  because  I  think  it 
is  very,  very  critical.  Not  that  there  is  an  analogy,  but  I  think 
there  may  be  a  lesson  in  this  S&L  case.  We  learned  that  there  is 
some  relationship  between  what  we  spend  on  regulation  and  what 
we  end  up  spending  for  oversight,  and  I  do  think  we  have  to  ask 
ourselves  whether  we  are  spending  the  money  appropriately  in 
some  areas,  and  whether  we  are  underspending  in  other  areas,  and 
we  better  do  it  quickly. 

And  so  quickly,  let  me  just  ask  those  from  GAO,  you  are  citing 
on  page  8,  an  official  estimated  that  discontinuing  these  screens, 
which  costs  less  than  $100,000  per  year,  could  result  in  erroneous 
Medicare  payments  of  about  $422,000. 

So  that,  Mr.  Gradison,  this  is  an  official — it  doesn't  say  an  offi- 
cial of  what.  I  don't  know  if  it  is  an  official  with  the  interme- 
diary  

Ms.  Shikles.  It  is. 

Mr.  Levin.  That  is  the  intermediary  itself.  There  is  a  1  to  4  ratio, 
and  I  think  it  is  important  in  responding  to  Mr.  Gradison's  ques- 
tion, if  I  might  say  so,  that  you  step  up  to  this  issue,  not  run  for 
cover  because  someone  is  suggesting  maybe  more  money  has  to  be 
spent. 
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Is  that  statement  by  that  official,  do  you  think,  relevant?  I  mean, 
is  that  the  consequence  of  underfunding  intermediaries  for 
screens? 

Ms.  Shikles.  Yes,  I  do. 

In  our  work  to  date,  we  visited  intermediaries  that  run  very 
simple  screens  to  check  obvious  overpayments.  Because  of  cuts  that 
were  made  from  1989  to  1990,  and  I  might  add  that  the  fiscal  year 
1991  budget  would  continue  funding  at  this  lower  level,  interme- 
diaries have  laid  off  nurse  reviewers  and  won't  be  able  to  hire 
them  back.  Therefore,  there  is  no  point  in  running  all  these 
screens,  or  many  of  the  screens  that  they  have  that  identify  inap- 
propriate payments. 

They  have  basically  told  us  that  they  turn  screens  off.  Our  staff 
have  been  to  contractors,  and  have  been  advised  of  discontinued 
screens.  We  had  contractors  run  some  screens  and  found  pajonents 
that  were  made  that  were  inappropriate.  If  you  don't  have  the  staff 
to  review  what  you  are  kicking  out,  you  don't  run  certain  screens. 

They  feel  the  providers  of  the  community  know  which  screens 
are  run  and  when  they  are  on,  when  they  are  off,  and  they  are 
very  concerned  that  we  are  adding  to  an  environment  of  overpay- 
ment. 

Mr.  Levin.  So,  maybe  the  real  point  is  we  have  to  disaggregate. 
Let's  talk  about  the  PRO  system,  because  it  seems  clearly  in  most 
cases  not  to  be  working.  In  the  Detroit  News  article,  it  essentially 
validates  what  you  are  saying  about  its  use  in  cataracts. 

It  says,  Michigan  doctors  asked  Medicare  for  permission  to  per- 
form 38,078  cataract  operations  in  the  first  9  months  of  the  pro- 
gram. Only  14  requests  were  denied.  I  haven't  figured  out  the  per- 
centage, but  that  is  even  lower,  I  think,  than  you  came  up  with. 

As  I  understand,  these  requests  come  in  by  phone? 

Mr.  Mangano.  Most  of  the  time,  they  do  come  in  by  phone. 

Mr.  Levin.  So,  somebody  telephones? 

Mr.  Mangano.  Yes;  but  there  will  be  information  that  is  sent  in. 
A  report  is  sent  in  from  the  physician  to  the  PRO  and  a  phone  call 
is  made  to  get  permission  to  perform  the  surgery.  The  PRO  can 
either  accept  the  surgery,  deny  the  surgery,  or  change  the  location 
of  the  surgery. 

Mr.  Levin.  All  right.  But  the  advice  by  telephone  is  given  strictly 
relying  on  the  information  supplied  to  the  person  who  is  receiving 
the  advice,  right? 

Mr.  Mangano.  The  report  has  been  reviewed  and  a  telephone 
call  will  come  in  to  ask  for  the  permission  to  proceed  with  it. 

Mr.  Levin.  So,  especially  if  there  isn't  proper  PRO's  operating 
surveillance,  how  useful  is  a  system  going  to  be  where  somebody 
sends  in  information,  somebody  who  isn't  a  specialist  reviews 
this — it  is  usually  done  by  nonspecialists? 

Mr.  Mangano.  A  couple  points.  There  is  a  postreview  done,  a  5 
percent  sample. 

Mr.  Levin.  Most  cases,  there  isn't? 

Mr.  Mangano.  That  is  correct,  95  percent,  there  will  not  be. 
There  is  criteria  established  by  the  PRO  that  they  are  supposed  to 
work  out  with  the  State  medical  boards  that  determine  the  criteria 
upon  which  they  will  proceed  with  this  operation  or  not. 
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The  nurses  are  to  be  schooled  in  being  able  to  interpret  that  cri- 
teria against  the  individual  case. 

Mr.  Levin.  Relying  strictly  on  the  information  that  is  sent  into 
them. 

Mr.  Mangano.  That  is  correct.  If  there  are  questionable  items, 
they  can  then  question  the  case.  A  physician  can  review  it  or  they 
can  ask  for  additional  information. 

Mr.  Levin.  Then — and  we  will  discuss  this  more  fully  in  later 
panels — in  your  testimony,  you  talk  about  questionable  care.  Let 
me  read  to  you  another  statement  in  this  article.  It  quotes  one  of 
the  physicians  who  is  involved  in  a  high-volume  practice.  In  fact, 
according  to  this  information,  it  is  the  one  who  is  the  largest 
volume  practitioner,  at  least  for  those  years  in  the  Metropolitan 
Detroit  area,  $16  million  from  1984  to  1988  received  from  Medicare, 
and  he  was  quoted  as  saying: 

You  people — you  never  see  complications  from  the  people  who  do  most  of  the  sur- 
gery. The  people  who  do  1,000  are  better  than  doing  500,  and  those  who  do  5,000  are 
going  to  be  better  than  me. 

Now,  your  report  seems  to  differ  from  that,  if  not  contradict  it.  If 
you  would  just  tell  us  what  you  mean.  You  said  the  medical  review 
contractor  also  found  14.6  percent  received  questionable  care. 

In  these  cases,  some  aspect  of  care  was  deficient,  these  patients 
were  less  likely  to  have  improved  vision.  Now,  when  you  say  some 
aspects  of  care  were  deficient,  what  do  you  mean  by  questionable 
care?  Some  might  dismiss  it  as  saying,  if  you  found  one  minor  flaw, 
you  would  list  it  as  questionable  care. 

So,  how  relevant  is  this  finding  on  page  4? 

Mr.  Mangano.  OK.  It  is  a  matter  of  degrees  as  to  whether  we 
define  it  as  poor  or  questionable  care.  Poor  care  was  care  that  com- 
pletely disregarded  professional  standards.  Under  questionable 
care,  we  were  talking  about  some  aspect  of  the  care,  there  was 
something  wrong  with  it.  It  may  not  have  had  a  lasting  effect  on 
the  patient,  but  it  wasn't  a  good  practice. 

The  first  example  we  gave  of  the  cataract  surgery  being  done  on 
the  two  eyes  within  30  days,  is  not  good  practice,  because  most  oph- 
thalmologists would  attest  to  the  fact  you  ought  to  wait  at  least 
that  30  days  to  see  how  that  first  eye  reacted  to  the  transplant 
before  you  moved  to  do  the  other  transplant — the  cataract  surgery 
on  the  second  eye. 

If  there  is  a  bad  reaction,  they  may  not  want  to  perform  the 
second  eye.  It  was,  in  this  case,  bad  practice,  but  it — in  this  particu- 
lar case,  it  did  not  have  a  bad  outcome  for  the  patient. 

Mr.  Levin.  So  when  you  talk  about  questionable  care,  you  are  in- 
cluding that  kind  of  practice,  and  not  something  that  is  very  trivi- 
al. You  are  not  talking  about  trivial  differences? 

Mr.  Mangano.  Absolutely  not.  Another  thing  could  be  the  ab- 
sence of  taking  tests  that  would  be  the  normal,  standard  procedure 
to  take. 

Mr.  Levin.  Thank  you. 

Chairman  Stark.  Thank  you. 

Mrs.  Johnson. 

Mrs.  Johnson.  Thank  you,  Mr.  Chairman,  and  thank  you  for 
your  very  interesting  testimony. 
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One  of  the  reasons  it  interests  me  so  much  is  that  some  of  the 
things  you  are  finding,  particularly  in  the  area  of  cataract  surgery, 
are  things  that  my  constituents  have  been  literally  screaming 
about  for  3  or  4  years. 

A  lot  of  the  mass  production  doesn't  involve  preoperative  or  post- 
operative care,  and  we  get  the  complications  later  on,  and  you  pay 
double. 

There  is  something  askew  in  our  system.  The  funding  of  the  in- 
termediaries is  a  question  in  my  mind,  and  the  figures  you  give  are 
concerning  me.  On  the  other  hand,  having  visited  my  intermediar- 
ies quite  regularly  over  a  period  of  change,  I  have  seen  an  enor- 
mous improvement  in  their  computer  capabilities  and,  therefore,  a 
reduction  in  their  cost  for  claim. 

I  think  it  is  both  what  we  are  spending  and  how  we  are  spending 
it.  After  all,  the  spending  decisions  are  not  just  those  of  the  Presi- 
dent, they  are  also  those  of  the  Congress.  We  are  appropriating 
these  cuts  for  better  or  for  worse,  and  I  hope  out  of  this  we  can  get 
a  clear  idea  of  what  is  money  and  what  is  program  quality. 

I  would  like  to  ask  you  if  you  considered  the  possibility  of  differ- 
entiating reimbursement  in  surgical  procedures,  or  in  manage- 
ment, to  review  management  of  those  who  provide  a  certain 
volume  of  a  specific  kind  of  service  versus  those  who  provide  a 
smaller  volume?  Assuming  that  your  focus  becomes  volume,  the 
likelihood  of  precare  and  postcare  is  diminished,  and  that  is  where 
a  lot  of  the  kinds  of  statistics  that  you  have  given  us  today  come 
from,  that  are  quality  oriented. 

So,  did  you  look  at  that  option  of  volume  in  surgery  the  way  you 
are  looking  at  volume  in  dialysis,  and  the  profit  in  that  regard? 
One  of  the  reasons  I  am  interested  in  this  is  because  if  we  make  it 
impossible,  I  want — if  we  make  it  impossible  for  the  small  ophthal- 
mologist to  do  any  cataract  surgery,  we  will  materially  reduce 
access.  The  small  volume  guys'  costs  are  somewhat  higher  than  the 
mass-produce  guys.  So  we  want  an  oversight  mechanism  that  will 
be  able  to  look  at  those  issues  that  also  impact  access,  as  well  as 
quality  and  cost. 

Did  you  look  at  it  from  that  point  of  view? 

Mr.  Mangano.  We  have.  The  first  two  studies,  the  studies  that 
relate  to  cataract  surgery,  are  not  complete.  The  results  we  have 
given  you  are  the  ones  we  have  completed.  We  have  a  final  study 
in  this  series  on  the  cost  of  outpatient  surgery  which  should  be 
coming  out  late  this  summer  or  early  fall.  That  will  deal  strictly 
with  cost  issues,  and  one  of  the  issues  we  want  to  deal  with  is  what 
is  the  relative  difference  in  cost  between  procedures,  between  high- 
volume,  normal-volume  physicians. 

Mrs.  Johnson.  In  evaluating  those  costs,  are  you  looking  at  pre- 
operative and  postoperative  care? 

Mr.  Mangano.  There  is  a  global  fee  that  is  given  out. 

Mrs.  Johnson.  Are  you  checking  out  to  see  under  that  global  fee 
the  pre  and  post  services  provided,  and  the  relationship  between 
those  services  and  complications? 

Mr.  Mangano.  We  are  looking  at  the  complications  of  high- 
volume  providers.  To  answer  your  question  specifically,  we  are  not 
tracing  to  find  out  whether  the  postoperative  followup  care  was  de- 
livered by  someone  other  than  the  surgeon. 
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Mrs.  Johnson.  I  would  urge  you  to  look  particularly  at  the  pre- 
operative component  of  that  global  fee.  If  you  look  at  the  small 
practitioner,  he  will  often  have  followed  an  elderly  person  over  a 
number  of  years  and  say  "you  are  getting  a  cataract,  but  you  don't 
need  an  operation  now." 

I  have  known  seniors  whose  cataracts  never  ripened,  never  were 
removed.  I  think  you  need  to  look  at  what  that  global  fee  covered 
and  what  we  are  getting  for  it. 

Are  we  getting  one  preop  incident,  or  preop  test,  or  are  we  get- 
ting preop  following  over  a  period  of  time,  and  a  documented 
record  that  shows  cataracts  grow,  and  therefore,  a  necessity  for 
surgery? 

I  would  hope  in  your  cost  analysis,  you  are  not  just  looking  at 
cost  of  surgical  action,  volume,  nonvolume,  but  also  what  leads  to 
the  decision  about  that,  and  how  can  we  better  monitor  it?  Maybe 
we  need  to  put  in  place  different  kinds  of  preoperative  monitoring 
for  high-volume  providers. 

Thank  you. 

Mr.  Levin.  Mr.  Chairman,  let  me  ask,  if  everybody  else  is  done, 
when  you  are  looking  at  cost,  comparing  the  higher  and  lower 
volume,  are  you  just  aggregating  this  and  looking  into  the  various 
expenses  undertaken  by  various  types  of  practices?  Advertising, 
transportation?  In  some  cases,  people  are  giving  out  bonuses  or  re- 
ductions if  people  use  their  services. 

Are  you  going  to  be  able  to  disaggregate?  I  would  hope  so. 

Mr.  Mangano.  I  think  we  will  have  some  information  on  that. 
The  issue  you  raise  is  one  that  has  been  troubling  our  office  for  a 
long  time.  When  does  an  added  benefit  like  transportation  or  cost 
of  having  your  surgery  at  a  distant  location,  when  does  that  stop 
being  a  good  benefit  to  the  patient  and  begin  becoming  a  kickback 
arrangement?  It  is  a  problem  for  us. 

We  continue  to  work  hard  on  that. 

Mr.  Levin.  Good. 

Also,  are  you  going  to  look  at  payments  to  persons  for  solicita- 
tion, or  information,  however  you  want  to  call  it? 

Mr.  Mangano.  We  are  always  looking  for  that  information.  Our 
Office  of  Investigation  has  a  number  of  studies  under  way  to  try 
and  uncover  that  kind  of  information. 

Mr.  Levin.  Thank  you. 

Chairman  Stark.  Ms.  Shikles,  I  am  hearing  basically  that  the 
money  we  spend  on  PRO's  is  worthless.  I  did  suggest  in  my  opening 
statement  that  we  have  cut  back  spending  money  on  intermediar- 
ies, but  I  rather  suspect  they  do  very  different  things,  and  that  the 
dollar  yield,  which  I  think  you  alluded  to  in  your  testimony,  is  very 
high. 

Three  issues,  I  guess,  are  before  us:  Second  opinions,  PRO's,  and 
whatever  kinds  of  screening  intermediaries  do. 

Do  you  want  to  just  briefly  describe  how  they  differ? 

Ms.  Shikles.  The  intermediaries,  or  the  contractors,  are  spending 
about  $300  million  a  year  on  pa5niient  safeguard  activities.  A  large 
part  of  that  money  is  used  to  audit  cost  reports. 

Chairman  Stark.  We  have  to  get  a  little  more  basic.  Would  au- 
diting discover  somebody  who  was  billing  us  for  something  that 
was  not  paid  for  under  any  circumstances?  Would  that  kind  of 
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thing  pick  up  someone  billing  us  $10  for  something  we  are  only 
willing  to  pay  $5  for?  It  doesn't  deal  with  the  quality  of  service  or 
medical  necessity,  you  are  just  talking  about  the  numbers  not 
adding  up.  Is  that  right? 

Ms.  Shikles.  That  is  right.  Probably  a  large  part  of  this  $300  mil- 
lion goes  for  auditing  cost  reports  each  year.  They  have  auditors 
and  when  you  cut  the  staff,  you  can't  keep  up  with  the  number  of 
providers  you  have  to  review;  then  you  can  only  do  desk  audits. 

Chairman  Stark.  Let  me  stop  there  a  minute.  Does  somebody 
want  to  take  on  how  a  PRO  might  want  to  save  us  money? 

Mr.  Mangano.  A  PRO  can  save  us  money  by  denying  those  serv- 
ices- unwarranted  at  that  time,  and  primarily  they  are  denied  be- 
cause other  less  invasive  procedures  that  are  available  haven't 
been  tried  befoie. 

Chairman  Stark.  But  very  much  more  a  subjective  decision.  It 
isn't  a  question  of  we  only  allow  $100  and  somebody  charged  $200. 

Then,  second  opinions.  Here,  there  is  also  about  the  same  level  of 
judgmental  involvement.  Is  that  a  quicker  way  to  save  money?  I 
have  heard  from  insurance  companies  they  are  finding  it  doesn't  do 
a  lot  of  good.  There  aren't  many  of  them  that  can  sell  out  the  first 
opinion,  and  we  end  up  getting  paid  for  two  visits. 

Does  anyone  want  to  comment  on  that? 

Mr.  Mangano.  We  did  a  study  last  year  on  beneficiary  satisfac- 
tion with  the  Medicare  program,  and  some  of  the  questions  we 
asked  the  beneficiaries  were,  do  you  know  you  can  get  a  second 
opinion?  And  there  was  a  fairly  large  number  of  people  that  did. 

We  also  asked  of  those  people  who  had  undergone  surgery,  did 
you  get  a  second  opinion?  And  most  answered  no.  So,  one  of  the 
problems  is  that  people  don't — people  feel  that  they  are  question- 
ing the  judgment  of  their  physician.  There  is  a  lot  of  trust  between 
a  patient  and  a  physician,  they  don't  want  to  question  that. 

In  terms  of  whether  it  is  cost  efficient  to  get  the  second  opinion,  I 
can't  answer  that. 

Chairman  Stark.  Ms.  Shikles,  when  you  say  safeguard  activities, 
I  suspect  you  mean  review  by  intermediaries,  and  you  are  suggest- 
ing the  cost  is  $500  million  in  savings. 

Is  there  any  justification? 

Ms.  Shikles.  We  met  with  HCFA  officials  and  they  agreed,  be- 
cause they  have  to  take  a  budget  cut  in  these  activities,  that  they 
are  going  to  lose  a  lot  in  savings. 

Chairman  Stark.  Would  you  venture  an  opinion  that  HCFA,  left 
to  its  own  devices,  might  like  to  spend  that  money? 

Ms.  Shikles.  I  would  think  they  would  definitely  want  to  spend 

it. 

Chairman  Stark.  Could  another  agency  further  removed  from  C 
Street  have  further  effect  on  those  cuts? 
Ms.  Shikles.  Cuts  were  by  0MB. 

Mr.  Davis.  I  think  if  you  look  at  the  budgets,  HCFA's  budget  will 
contain  more  dollars  for  program  safeguards. 

Chairman  Stark.  We  are  generally  not  privy  to  what  goes  on  be- 
tween HCFA  and  0MB. 

Mr.  Davis.  If  you  look  at  the  HCFA  and  0MB  budgets  you  see 
quite  a  big  difference.  In  the  1991  budget,  about  $83  million  was 
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taken  out  of  the  HCFA  request.  I  think  the  answer  is  fairly  obvi- 
ous. 

Chairman  Stark.  All  right. 

We  are  going  to  hear  later  in  Blue  Cross  and  Blue  Shield  testi- 
mony that  reductions  in  these  safeguard  budgets  could  result  in  a 
$1.5  billion  loss  over  2  years.  Is  that  a  reasonable  figure? 

Ms.  Shikles.  I  think  that  is  very  reasonable. 

Chairman  Stark.  OK. 

Also,  you  indicate  that  people  can  become  aware  when  they  are 
being  screened  by  a  computer.  Is  there  any  evidence  that  people 
react  to  that,  that  you  can  game  the  system? 

Ms.  Shikles.  What  is  very  clear,  if  you  are  in  a  community  is 
when  the  contractor  responsible  for  reviewing  your  bills  is  not  re- 
viewing bills.  The  contractors  believe  that  providers  know  when 
they  shut  the  screens  off.  They  know  when  their  nurse  reviewers 
have  stopped  looking  at  the  claims. 

Chairman  Stark.  They  know  this  by  instinct  or  is  there  some- 
thing you  can  see  on  your  own  computer? 

Ms.  Shikles.  I  think  it  is  public  knowledge  that  contractors  have 
taken  a  budget  cut.  They  are  la3dng  off  nurse  reviewers.  Providers 
don't  get  calls  any  more,  or  claims  aren't  returned  with  a  question 
mark. 

Chairman  Stark.  There  is  no  penalty? 

Ms.  Shikles.  There  is  no  penalty  at  all.  There  is  also  no  penalty 
for  overstating  cost  reports.  Our  staff  are  talking  to  the  contrac- 
tors' staff,  and  they  know  that  some  providers  add  things  to  the 
cost  reports,  because  they  know  they  will  never  ever  be  questioned. 

Chairman  Stark.  Do  you  have  any  suspicion  that  this  is  just 
cheap  borrowing?  I  am  just  asking  for  your  opinion,  but  it  seems  to 
me  where  we  continually  as  a  budget  gimmick,  slow  down  pay- 
ments there  is  an  incentive  there  for  a  controller  of  a  hospital  to 
overbill,  knowing  that  it  will  not  be  picked  up  on  until  60,  90,  120 
days  later,  and  they  won't  be  charged  any  interest. 

Ms.  Shikles.  Actually,  several  years  later. 

Chairman  Stark.  So,  as  a  hospital  controller,  I  am  making  up 
my  cash-flow  by  overbilling.  Am  I  the  only  person  in  the  world  that 
would  be  that  devious? 

Ms.  Shikles.  I  think  the  contractors  believe  that.  Every  time 
they  do  audits  of  providers,  they  tend  to  disallow  several  billion 
dollars  a  year.  They  believe  that  this  results  in  basically  free  loans 
from  the  Medicare  program. 

Chairman  Stark.  You  have  got  a  more  extensive  report  coming 
to  us? 

Ms.  Shikles.  That  is  correct. 

Chairman  Stark.  Any  idea  when  we  can  anticipate  getting  that 
report?  I  am  not  rushing  you,  I  am  just  curious. 

Ms.  Shikles.  We  actually  plan  to  issue  a  series  of  reports  looking 
more  in  depth  at  all  of  these  issues.  I  think  the  first  one  will  be  out 
this  summer. 

Chairman  Stark.  Great.  Thank  you.  Thank  you  both. 

The  OIG,  Mr.  Mangano,  worked  with  HCFA  establishing  the 
guidelines  for  EPO,  is  that  correct? 

Can  you  tell  us  how  that  rate  was  developed?  It  was  not  a  bid,  I 
understand? 
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Mr.  Mangano.  That  is  correct.  Since  the  Health  Care  Financing 
Administration  was  going  to  be  the  primary  user  of  that  drug,  the 
Health  Care  Financing  Administration  started  working  with 
Amgen  to  develop  a  rate.  The  Health  Care  Financing  Administra- 
tion asked  us  to  help  them  in  developing  that  rate  with  them. 

We  got  involved  with  looking  at  whatever  records  we  could  get 
our  hands  on  in  terms  of  developing  what  that  rate  should  be.  We 
looked  at  their  developmental  cost,  information  that  Amgen  did 
make  available  to  us  in  their  records. 

There  are  SEC  filings.  We  looked  at  the  issue  what  a  profit 
should  be,  the  gamut.  Once  we  had  that,  we  put  a  model  together 
sa3dng,  given  those  factors,  we  can  set  a  rate.  The  first  assumption 
was  what  the  correct  dosage  should  be. 

From  the  clinical  trials,  we  found  that  was  5,000  units.  As  we 
found  out  later,  it  was  much  less.  We  worked  with  the  market  pen- 
etration figure  HCFA  gave  us.  At  that  point,  we  agreed  it  was 
going  to  be  20  percent.  We  were  wrong.  It  is  up  to  50  percent  now. 

One  other  factor,  dealing  with  the  profit  margin  also  we  needed 
to  build  into  that  factor.  Originally,  Amgen  was  estimating  then 
$60  and  $70  as  their  cost  per  session,  and  we  estimated  it  down 
around  $35,  $36. 

Chairman  Stark.  Some  people  have  suggested  that  Amgen  was 
unusually  forthcoming  and  direct,  but  was  not  encouraging  you  to 
audit  them. 

Mr.  Mangano.  No. 

Chairman  Stark.  Do  you  think  it  might  be  a  good  idea  for  our 
comfort  level  if  we  audited  Amgen? 
Mr.  Mangano.  I  think  it  would  be  an  excellent  idea. 
Chairman  Stark.  Why? 

Mr.  Mangano.  When  these  rates  were  established,  there  were  no 
operational  costs.  We  don't  know  what  it  cost  them  to  operate  at 
the  current  level.  We  now  have  a  year  of  experience.  It  would  be 
excellent  at  this  point  to  go  in  to  audit  the  books. 

Chairman  Stark.  Do  you  have  authority  to  do  that? 

Mr.  Mangano.  We  have  subpoena  authority  to  do  it,  but  I  can 
tell  you,  from  prior  experience,  when  we  get  involved  in  cases  like 
this,  we  get  involved  many  times  with  companies  who  don't  want 
us  in  there  and  will  fight  us  in  court.  It  could  be  a  long  time. 

Chairman  Stark.  Is  there  any  way  we  could  expedite  that  for 
you? 

Mr.  Mangano.  One  if  you  asked  us  to  go  in  and  audit  those 
books,  taking  the  weight  of  this  committee,  along  with  our  subpoe- 
na authority,  I  believe  they  would  open  their  books. 

If  they  did  not,  a  legislative  amendment  requiring  us  to  do  that 
would  do  the  trick. 

Chairman  Stark.  I  don't  mean  to  point  this  at  Amgen  particular- 
ly, but  it  has  been  my  feeling  that  this  may  be  the  first  of  many 
pharmaceutical  breakthroughs.  Because  I  suspect  geriatric  pharma- 
ceutical assistance  will  be  kind  of  the  forefront,  we  may  run  into 
other  situations  where  the  Federal  Government  is  the  sole  purchas- 
er, effectively,  and  where  politicians  won't  have  the  heart  to  deny 
these  drugs,  and  unless  we  have  some  way  of  bidding  or  setting  a 
price,  we  could  get  gouged. 
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Maybe  we  could  get  a  bargain.  I  don't  know.  I  don't  know  how 
you  determine  that,  but  it  would  seem  to  me  that  we  ought  to 
think  this  through  pretty  thoroughly,  and  perhaps  auditing  would 
be  a  fair  way  to  proceed  with  that. 

Any  reason,  if  you  audited,  that  those  figures  ought  not  to  be 
kept  perfectly  confidential  and  not  be  made  public  so  they  could 
only  be  used  by  the  Government? 

Mr.  Mangano.  I  believe  that  arrangement  could  work. 

Chairman  Stark.  I  think  we  would  like  to  discuss  that  further, 
but  it  sounds  to  me  like  that  might  be  an  important  step  for  us. 

Mr.  Gradison.  Mr.  Chairman. 

Chairman  Stark.  Mr.  Gradison. 

Mr.  Gradison.  Are  you  suggesting,  or  is  the  witness,  that  this 
company  is  falsifying  their  public  statements  as  to  their  earnings? 
Mr.  Mangano.  No. 

Mr.  Gradison.  This  is  a  single-product  company,  publicly  owned, 
subject  to  all  the  disclosure  requirements  with  the  Securities  and 
Exchange  Commission  if  they  are  off  10  cents.  What  is  the  purpose 
of  the  audit? 

Mr.  Mangano.  The  purpose  would  be  to  look  at  the  detailed 
costs  and  how  they  break  out.  I  don't  believe  the  information  they 
make  public  will  give  us  the  detail  to  get  behind  the  figures  to  see 
what  the  actual  operational  expenses  will  be. 

Mr.  Gradison.  Have  you  asked  them  for  this  information? 

Mr.  Kramer.  When  the  rate  was  originally  developed,  we  asked 
them  for  access  to  their  books  and  records,  and  they  denied  it. 

Mr.  Gradison.  You  said  at  that  time,  they  weren't  producing 
this.  Have  you  asked  them  since? 

Mr.  Kramer.  No. 

Mr.  Gradison.  It  seems  to  me,  Mr.  Chairman,  that  ought  to  be 
done. 

Chairman  Stark.  If  the  gentleman  will  yield,  we  invited  them  to 
testify  today,  and  they  declined. 

Mr.  Gradison.  That  isn't  the  question.  The  question  is,  whether 
they  have  been  asked  by  those  who  say  that  they  would  like  to  go 
in  and  do  an  audit,  for  permission  to  go  in  and  do  it  without  formal 
subpoena,  and  the  answer  was  not  since  they  have  been  in  oper- 
ation. 

I  would  hope  you  would  ask  them.  I  don't  know  what  they  will 
say,  but  I  think  we  are  far  from  the  point  of  building  a  record  that 
indicates  we  need  some  new  law.  Maybe  we  do,  but  let's  make  sure 
we  pursue  something  on  less  than  an  antagonistic  course.  I  don't 
automatically  assume  that  publicly  owned  companies,  subject  to  a 
lot  of  laws  beyond  what  we  write  in  this  committee,  are  willfully 
going  about  by  tr3dng  to  mislead  the  public. 

Others  may  make  that  assumption,  I  do  not. 

Chairman  Stark.  Again,  Mr.  Mangano,  as  I  understand  it,  there 
is  information  that  is  not  available  through  public  record  that  you 
feel  would  be  useful  in  determining  what  pricing  structure  there 
should  be. 

And  again,  it  obviously  would  be  far  simpler  to  pursue  it  volun- 
tarily. However,  I  am  sure  this  committee  would  cooperate  with 
you  in  tr5dng  to  get  that  information  the  simplest  way  possible. 
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I  would  like  to  invite  you  to  stay  for  the  rest  of  the  testimony.  I 
think  some  of  the  subsequent  testimony  from  witnesses  will  indi- 
cate that  your  claims  are  incorrect,  and  we  might  as  well  hash  that 
out  with  you  here.  So,  if  you  have  the  time,  I  hope  you  will  stay. 

Dr.  Herdman,  your  report  suggests  that  dialysis  facilities  stand 
to  profit  by  as  much  as  $9  a  treatment.  You  also  suggest  the  costs 
may  have  been  underestimated.  Can  you  explain  the  data  present- 
ed in  your  testimony,  and  what  it  is  based  on,  and  clear  up  my  con- 
fusion on  this  part? 

Dr.  Herdman.  I  didn't  quite  catch  

Chairman  Stark.  Is  it  true  the  data  presented  in  your  testimony 
is  based  on  unaudited  information  provided  to  OTA? 

Dr.  Herdman.  Let  me  expand  on  that  a  little  bit,  Mr.  Chairman. 
We  received  several  presentations  from  dialysis  centers,  organiza- 
tions representing  dialysis  centers,  suggesting  that  in  addition  to 
the  product  costs,  there  were  administration,  or  administrative, 
costs  ranging  between  $4  and  $11  per  administration. 

To  the  best  of  my  knowledge,  these — Mr.  Chairman,  let  me  just 
give  you  a  little  bit  of  personal  history,  I  want  you  to  get  a  sense  of 
where  I  am  coming  from. 

In  1969,  I  went  to  work  for  the  State  of  New  York  as  director  of 
the  New  York  State  Kidney  Disease  Institute,  whose  job  was  to 
foster  dialysis  and  transplantation  in  the  State.  I  went  from  there 
to  be  deputy  commissioner  for  the  Medicaid  program  in  New  York, 
and  ultimately  ended  up  as  director  of  public  health  in  the  late  sev- 
enties, and  I  had  a  lot  of  experience  dealing  with  dialysis. 

I  am  myself  a  kidney  disease  specialist,  so  I  felt  that  I  understood 
the  situation  and,  in  fact,  during  those  days,  representing  the 
State,  I  visited  the  Medicare  program  to  urge  them  not  to  pay  dial- 
ysis centers  so  much,  because  we  had  evidence  that  the  rate  was 
excessive,  and  since  New  York  was  paying  for  the  Medicaid  popula- 
tion— in  some  cases  the  whole  bill,  and  in  some  cases  the  coinsur- 
ance— it  mattered  to  us  how  much  dialysis  centers  were  getting 
paid.  In  fact,  we  actually  supported  some  dialysis  centers,  and  we 
carried  out  research. 

These  costs  which  have  been  presented  to  us  are  unaudited,  and 
not  investigated,  as  one  would  do  to  approve  a  prudent  purchase. 
And,  of  course,  we  know  they  are  given  to  us  by  people  whose  best 
interests  are  served,  the  higher  the  cost,  presumably  the  higher  the 
reimbursement,  or  the  better  the  case  that  can  be  made  of  high  re- 
imbursement. 

On  the  basis  of  experience  and  my  professional  knowledge,  I  felt 
a  considerable  degree  of  skepticism  about  this  cost.  Also,  I  think  we 
all  know  that  labeling  indications  require  single  penetration  of  the 
vial.  You  are  not  supposed  to  share  the  dosage  between  multiple 
patients.  But  probably  multiple  penetrations  are  going  on,  and  a 
single  syringe  can  be  loaded  up  with  erythropoietin  and  given  to 
multiple  patients  down  the  row,  so  the  costs  of  doing  it  become  less 
and  the  waste  is  essentially  minimized  or  made  very  low. 

So,  as  I  say,  we  have  those  cost  reports,  and  I  feel  the  committee 
should  know  them  and  we  share  them  with  the  committee  and 
with  the  public,  but  as  I  say,  I  have  considerable  skepticism,  and  I 
think  they  need  to  be  looked  at  very  hard. 

Chairman  Stark.  Thank  you  very  much. 
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Further  inquiries,  Mrs.  Johnson? 

Mrs.  Johnson.  I  just  wanted  to  ask  if  there  were  certain  kinds  of 
research  available,  I  think,  relative  to  our  tasks,  I  am  trying  to  de- 
termine whether  the  fiscal  intermediaries  are  sufficiently  funded 
and  whether  they  are  looking  at  the  right  things. 

First  of  all,  have  you  looked  at  the  reversal  of  denial  rates  with 
either  the  PRO's  or  fiscal  intermediaries  when  pajnnent  is  denied 
and  then  appealed?  What  is  the  rate  of  reversal,  of  success  of  the 
appeals? 

Mr.  Mangano.  I  will  submit  PRO  reversal  rate  data  for  the 
record. 

Mrs.  Johnson.  I  think  that  it  is  important  for  us  to  find  out.  My 
experience  is  that  the  overturn  rate  is  relatively  high,  but  I  think 
we  need  to  know  more  about  that.  We  need  to  kiiow  who  was  right 
to  begin  with  in  order  to  determine  how  to  deploy  our  resources. 

Mr.  Mangano.  I  think  so,  but  wasn't  it  testimony  that  there  are 
so  few  denials  from  PRO's  anyway  that  it  doesn't  make  any  differ- 
ence? 

Mrs.  Johnson.  I  think  we  just  need  to  know  more  about  that. 
Now,  in  individual  physician  appeals  of  denial,  in  VNA  appeals  of 
denials,  the  overturn  rate  is  very  high. 

Chairman  Stark.  It  is  about  40  percent,  I  am  informed. 

Mrs.  Johnson.  At  times,  it  has  fluctuated  as  high  as  80  percent.  I 
have  personally  batched  denials  of  problems  I  received  in  gross 
from  certain  settings  when  we  have  gone  through  problems  and 
seen  very  high  overturn  rates. 

Chairman  Stark.  If  you  can  help  me,  I  don't  quite  understand 
the  point. 

Mrs.  Johnson.  The  point  is  this:  I  am  very  concerned  about  the 
budget  cuts  for  fiscal  intermediaries.  I  am  not  familiar  with  the 
percentage  of  payments  that  fiscal  intermediaries  are  denying,  nor 
am  I  familiar  with  the  rate  at  which  those  denials  are  challenged, 
and  the  rate  of  which  those  denials  are  lost.  Should  we  provide 
more  resources  for  more  reviews  if  they  are  appealed  and  over- 
turned anyway? 

Chairman  Stark.  But  your  original  question  was  about  PRCs. 

Mrs.  Johnson.  Both  PRO's  and  intermediaries. 

Chairman  Stark.  Let's  put  that  aside.  We  can  get  rid  of  PRO's  as 
far  as  the  chairman  is  concerned;  and  it  won't  make  any  differ- 
ence. However,  I  think  just  for  the  record,  Ms.  Shikles  indicated 
that  the  method  in  which  fiscal  intermediaries  make  payment  de- 
nials is  very  seldom  based  on  medical  judgment. 

Mrs.  Johnson.  Let  me  finish.  The  point  is  this:  They  have  had 
big  budget  cuts.  There  have  been  years  when  they  have  denied 
much  more  aggressively  than  they  are  now.  Do  we  know  anything 
about  the  overturn  rate  in  those  years?  This  issue  of  the  quality  of 
the  denials  is  important. 

Chairman  Stark.  In  the  intermediaries. 

Mrs.  Johnson.  It  is  something  we  need  to  know  about. 

Chairman  Stark.  Maybe  they  can  testify  about  that. 

Mr.  Davis.  That  information  is  readily  available.  We  have  it.  I 
can't  cite  it  right  here,  right  now. 

Mrs.  Johnson.  Would  you  get  it  for  me  over  the  decade  of  the 
eighties,  or  as  much  of  that  period  as  it  is  possible.  Because  I  think 
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it  is  important  in  terms  of  correlating  their  techniques  of  oversight 
with  the  accuracy  of  their  decisionmaking. 

I  think  that  would  yield  us  some  useful  information. 

Then,  a  second  thing  I  would  like  to  have,  I  would  like  to  have 
the  same  information  in  terms  of  PRO's.  I  will  tell  you  why  it  is 
important.  They  may  not  be  doing  a  very  good  job  now.  I  don't 
know  that.  I  would  like  to  say  when  they  first  went  into  effect  they 
did  a  lot  of  denying,  at  least  in  my  State.  Are  they  denying  fewer 
now  because  the  pattern  of  practice  has  changed?  Which  I  firmly 
believe  to  be  the  case  in  at  least  some  areas.  But  that  is  what  I 
think  we  need  to  know. 

Were  PRO's  more  effective  when  they  were  first  founded?  Was 
second  opinion  more  effective  when  it  was  first  founded?  Is  the 
issue  that  we  need  to  move  on  to  new  techniques  without  eliminat- 
ing the  ability  to  oversee  in  those  areas  or  does  it  simply  mean 
they  are  doing  a  sloppy  job  now? 

The  third  thing  along  the  same  line  I  would  like  to  know  is  has 
there  been  any  change  in  denial  rate  where  there  is  a  managed 
care  program?  Because  that  has  some  of  the  same  characteristics. 
When  you  first  put  PRO's  in,  you  get  guidelines  out  there.  People 
change  the  way  they  operate.  Managed  care  does  the  same  thing. 
You  put  guidelines  out  there.  People  practice  differently.  We  need 
to  look  at  oversight  in  those  different  settings. 

What  research  do  we  have  as  to  costs  of  oversight  and  denial 
rates  and  repeal  overturns?  Do  you  have  any  information  on  any  of 
those  things?  Do  we  need  it?  How  do  we  go  about  getting  it? 

Mr.  Mangano.  I  don't  have  that  information  right  now.  We  will 
submit  some  data  for  the  record. 

[The  following  was  subsequently  received:] 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Office  of  Inspector  Gene 


Wasfiington.  D  C.  20201 


JUL  6100 


The  Honorable  Pete  Stark 
House  of  Representatives 
Washington,  D.C.  20515 

Dear  Mr.  Stark: 

Thank  you  for  the  opportunity  to  clarify  my  statements  in  the 
record  and  to  provide  additional  comments  for  the  record. 
Enclosed  are  a  mark-up  of  the  oral  testimony,  and  a  new  copy  of 
my  prepared  statement  (in  the  proper  format  for  the  record) . 

PRO  Reversal  Rates 

I  was  asked  for  information  on  the  reversal  rates  that  peer 
review  organizations  (PROs)  experience  when  denying  claims  (see 
pages  51  and  55  of  the  testimony) . 

According  to  data  from  the  Health  Care  Financing  Administration 
(HCFA)  there  were  2,564,107  preprocedure  reviews  conducted  from 
the  beginning  of  the  third  contract  period  through  April  1990. 
During  this  period  PROs  denied  7,185  requests.     Of  that  total 
denied,  4,054  were  preprocedure  requests  and  3,131  were 
assistant  surgeons  and/or  hospital  initiated  denial  notices. 
(A  hospital  initiated  denial  notice  is  when  the  hospital 
believes  the  patient  should  be  discharged  but  the  physician  or 
patient  disagrees.)     The  HCFA  data  could  not  readily  provide 
the  number  of  reversals  or  modifications  that  pertained  to 
preprocedure  review  only.     However,  of  the  total  denied  (7,185) 
there  were  358  reversals  or  modifications. 

Again  according  to  data  from  the  HCFA  1,458,030  inpatient 
retrospective  reviews  were  conducted  in  1989.     There  were 
48,300  total  denials  of  which  29,300  were  full  case  denials  and 
19,000  partial  denials.     Full  denials  represent  hospital 
admission  denials  while  partial  denials  could  be  day  outlier, 
cost  outlier,  length  of  stay,  or  invasive  procedure  denials. 
There  were  10,505  denials  that  were  reconsidered.     The  HCFA 
data  could  not  readily  provide  the  number  of  reversals  or 
modifications  that  pertained  to  either  full  or  partial  denials. 
However,  of  those  reconsidered  4,622  were  reversed  or  modified. 

The  HCFA  cautions  that  the  data  may  have  errors.     We  did  not 
verify  this  data,  so  we  cannot  attest  to  its  accuracy. 

OIG  Sanction  Activities  and  Authorities 

We  understand  that  the  committee  has  now  developed  additional 
questions  concerning  our  enforcement  activities.     We  are 
pleased  to  have  the  opportunity  to  present  this  information  and 
will  make  it  part  of  a  separate  response  to  you. 

Sincerely  yours. 


Michael  Mangano 

Deputy  Inspector  General 

for  Evaluation  and  Inspections 


33-625  -  90  -  3 
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Mrs.  Johnson.  And  the  denial  appeal  rate  is  very  important. 
Only  if  we  look  at  that  can  we  look  at  the  quality  of  decisions  that 
are  made.  I  think  that  and  focusing  some  of  our  efforts  on  mass 
producers  will  give  us  a  lot  more  bang  for  the  buck. 

Chairman  Stark.  Ms.  Shikles,  did  you  want  to  comment  on  how 
often  audits  are  challenged  by  intermediaries  and  how  many 
people  get  audit  penalties  reversed? 

Ms.  Shikles.  We  will  have  to  get  that  specific  information.  My 
sense  is  that  it  is  very  low  because  this  is  again  getting  into  the 
area  of  the  PRO's.  It  tends  to  be  a  hospital  has  put  in  a  recreation- 
al room  and  charged  for  it.  That  would  be  disallowed. 

Chairman  Stark.  Very  empirical  decisions? 

Ms.  Shikles.  Very  straightforward.  The  same  way  with  the 
screens.  The  screens  that  are  being  cut  off  tend  to  be  those  that 
would  indicate  that  you  are  seeing  the  patient  10  times  a  day. 
Things  that  a  nurse  would  just  automatically  deny — the  screen 
would  kick  out.  So  I  am  not  certain  it  is  getting  into  the  areas  that 
you  are  concerned  about. 

Mrs.  Johnson.  Could  we  look  at  two  things?  First  of  all,  can  we 
look  at  that  historically?  What  has  changed  in  the  last  5  years  in 
terms  of  numbers  of  denials  and  the  nature  of  them.  Has  there 
been  any  change  in  the  nature? 

Then  can  we  look  at  it  from  the  other  point  of  view,  institu- 
tions— this  is  a  problem  we  were  talking  about  in  my  office  yester- 
day. Institutions  are  having  a  terrible  problem  with  automatic  de- 
nials. These  are  unappealable  and  the  hospital  simply  doesn't  get 
paid.  Is  there  any  way  of  coupling  these?  If  we  are  talking  about 
oversight  here,  legitimate  payment,  which  is  what  fiscal  interme- 
diaries are  all  about,  are  we  paying  the  right  bills  to  the  right  in- 
stitution? 

You  know,  I  think  those  are  two  halves  of  the  same  thing. 
Ms.  Shikles.  Those  issues  have  to  do  with  the  PRO's  that  you  are 
mentioning. 

Mrs.  Johnson.  All  right.  We  are  talking  about  both  types  of 
oversight;  and  if  you  couple  that  information  for  me,  I  would  ap- 
preciate it. 

Thank  you. 

[The  following  was  subsequently  received:] 
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United  states 

General  Accounting  Office 

Washington,  D.C.  20648 


Human  Resources  Division 

July  31,  1990 

The  Honorable  Nancy  L.  Johnson 
Subcommittee  on  Health 
Committee  on  Ways  and  Means 
House  of  Representatives 
Washington,   D.C.  20515-6349 

Dear  Mrs.  Johnson: 

It  was  my  pleasure  to  testify  at  the  June  14,   1990  hearing 
on  the  effects  of  budget  reductions  on  Medicare  contractor 
program  safeguard  activities.     Please  find  enclosed  my 
response  to  your  follow-up  question  regarding  the  reversal 
rate  for  claims  initially  denied  by  Medicare  contractors. 

Under  the  Medicare  appeals  process,  a  beneficiary, 
physician  or  supplier  may  request  that  a  contractor 
reexamine  its  original  claims  payment  decision  whenever 
there  is  dissatisfaction  with  a  determination  denying  a 
request  for  payment  or  with  the  amount  of  the  payment. 
During  fiscal  year  1989,  Medicare  contractors  processed 
more  than  486  million  Medicare  claims,   of  which 
approximately  76  million  were  denied  in  full  or  in  part  and 
322  million  were  reduced  because  their  charges  exceeded 
what  MedLcare  considered  reasonable  for  a  given  service. 

Information  provided  by  the  Health  Care  Financing 
Administration  showed  that  of  the  4  million  claims  denied 
by  intermediaries  under  Medicare  Part  A,   only  40,000, 
approximately  one  percent,  were  reexamined  because  of 
dissatisfaction  with  the  contractor's  original 
deteriTii nation.     The  intermediary's  initial  determination 
was  reversed,   in  full  or  in  part,   in  about  16,000  of  the 
40,000  reconsideration  requests.     In  comparison  to  the 
large  number  of  claims  that  were  eligible  for 
reconsideration,   less  than  one-half  of  one  percent  were 
reversed . 

Similarly,  carriers  adjusted  394  million  claims  under 
Medicare  Part  B,  but  only  7  million,   less  than  two  percent, 
were  reexamined  because  of  dissatisfaction  with  the 
carrier's  original  determination.     Carrier's  initial 
determinations  were  reversed,   in  full  or  in  part,   in  about 
3  million  of  the  7  million  claims  reviewed.     In  comparison 
to  the  large  number  of  claims  that  were  eligible  for 
review,   less  than  one  percent  were  reversed. 

Enclosures  I  and  II  provide  Medicare  contractor  appeals 
data  for  fiscal  years  1985  through  1989.     If  you  or  your 
staff  have  any  additional  questions,  please  telephone 
Terence  Davis  at   (202)  426-1239. 

Sincerely, 


/Janet  L.  Shikles 
Director,  Health  Financing  and 
Policy  Issues 


Enclosures  -  2 
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Chairman  Stark.  Mr.  Gradison. 

Mr.  Gradison.  Mr.  Chairman,  I  have  a  brief  statement.  I  think 
by  listening  to  this  hearing,  someone  might  inaccurately  get  the 
idea  the  bad  guys  in  this  whole  process  are  the  Office  of  Manage- 
ment and  Budget.  We  sit  on  this  committee  and  review  at  least 
three,  in  a  sense,  authorizations  where  there  is  made  the  argu- 
ment— and  an  argument  which  I  believe  is  correct — if  we  spent 
more  money,  we  would  get  a  substantial  multiplied  return  for  the 
taxpayer.  The  IRS,  the  Customs  Service,  and  the  carriers  and  inter- 
mediaries we  are  discussing  today. 

In  all  three  cases,  whatever  recommendations  we  get  from  0MB 
and  the  President  are  nothing  but  recommendations.  They  do  not 
appropriate  10  cents.  The  decisions  with  regard  to  appropriations 
are  made  with  the  Congress  of  the  United  States.  We  may  be  ap- 
propriating too  much.  We  may  be  appropriating  too  little.  But  very 
little  is  served  by  saying  that  it  is  those  guys  downtown  that  are 
responsible;  whether  the  Office  of  Management  and  Budget  is  run 
by  one  party  or  another  party,  they  always  cut.  That's  their  job. 
That's  what  they  get  paid  to  do.  It  is  our  job  to  review  these  recom- 
mendations. 

With  regard  to  that  issue  of  carriers  and  intermediaries,  virtual- 
ly every  year,  if  not  every  year,  Mr.  Stark  and  I  have  written  let- 
ters to  Mr.  Natcher,  the  chairman  of  the  Subcommittee  on  Appro- 
priations which  deals  with  the  budgets  for  carriers  and  interme- 
diaries. Every  year,  or  almost  every  year,  we  have  specified  a 
number  in  those  letters  which  we  think  would  be  a  more  appropri- 
ate level.  Every  year,  or  almost  every  year,  they  have  responded  by 
increasing  the  request  to  the  level  which  we  have  suggested. 

I  think  it  is  important  to  lay  all  that  out.  I  don't  want  anybody 
who  is  following  this  thing  to  get  the  idea  that  this  is — somebody 
who  isn't  here  to  explain  the  facts,  and  if  they  would  only  get  their 
act  together,  everything  would  be  straightened  out.  There  is  a 
whole  lot  more  to  it  than  that.  The  central  institution  involved  in 
this  happens  to  be  the  Congress  since  we  have  the  power,  and  only 
we  have  the  power  to  appropriate  funds. 

Chairman  Stark.  If  the  gentleman  would  yield.  I  agree  with  his 
remarks. 

Having  led  the  witnesses  a  little  bit  to  identify  0MB,  I  did  not  do 
that  really  to  shield  the  legislative  branch  from  its  responsibilities, 
but  to  indicate  that  our  good  friends,  with  whom  we  work  more 
closely  at  HCFA,  probably  sided  more  with  us. 

Obviously,  100  percent  recertification  would  not  produce  any- 
thing but  less  than  marginal  results.  The  gentleman's  admonition 
is  well  taken. 

I  want  to  thank  the  witnesses  for  their  efforts  and  for  those  of 
you  who  have  ongoing  research  in  this.  May  I  encourage  you  to  not 
hold  back  from  budgetary  constraints. 

I  would  also  encourage  you  to  hang  around,  as  it  were.  If  you 
would  like  to  defend  your  estimates  and  testimony  as  the  day 
wears  on,  we  would  appreciate  it. 

Thank  you. 

Our  second  panel  is  comprised  of  two  witnesses  representing 
Medicare's  fiscal  intermediaries  and  carriers  and  the  PRO  organi- 
zations that  we  have  been  discussing. 
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Mr.  William  Horton,  vice  president  for  Medicare  operations  for 
Blue  Cross  and  Blue  Shield  of  South  Carolina.  And  Dr.  David 
Busby,  vice  president  of  the  American  Medical  Peer  Review  Asso- 
ciation. He  is  accompanied  by  Andrew  Webber. 

If  you  gentlemen  would  like  to  proceed  to  enlighten  us  and  ex- 
plain these  bright  blue  charts  which  have  arisen  on  our  horizon, 
we  would  appreciate  it.  Please  proceed,  Mr.  Horton. 

STATEMENT  OF  WILLIAM  R.  HORTON,  JR.,  VICE  PRESIDENT, 
MEDICARE  OPERATIONS,  BLUE  CROSS  AND  BLUE  SHIELD  OF 
SOUTH  CAROLINA,  ON  BEHALF  OF  THE  BLUE  CROSS  AND  BLUE 
SHIELD  ASSOCIATION 

Mr.  Horton.  Thank  you,  Mr.  Chairman. 

Mr.  Chairman,  and  members  of  the  subcommittee,  I  am  William 
Horton,  vice  president  of  Medicare  operations  for  Blue  Cross  and 
Blue  Shield  of  South  Carolina.  I  am  pleased  to  have  this  opportuni- 
ty today  to  discuss  the  operations  of  our  carrier  and  intermediaries 
functions,  as  well  as  our  payment  safeguard  activities  designed  to 
preclude  inappropriate  and  unnecessary  payment  for  services. 

Since  Medicare  began  nearly  25  years  ago.  Blue  Cross  and  Blue 
Shield  of  South  Carolina  has  been  involved  in  the  day-to-day  ad- 
ministration of  the  program  and  in  providing  services  to  its  benefi- 
ciaries. This  year,  Blue  Cross  and  Blue  Shield  of  South  Carolina 
will  pay  over  7  million  Medicare  claims  and  make  about  $1.5  bil- 
lion in  benefit  payments  for  health  care  services  to  Medicare  bene- 
ficiaries. 

We  are  one  of  the  smaller  Medicare  contractors.  We  will  expend 
about  $21  million  to  carry  out  our  contract  responsibilities.  This  is 
less  than  1.5  percent  of  the  total  benefit  payments,  which  we 
expect  to  make. 

In  addition  to  the  myriad  claims  processing  activities.  Medicare 
contractors  have  three  basic  payment  safeguard  responsibilities. 
Yau  summarized  those,  Mr.  Chairman,  in  your  opening  remarks. 

I  will  briefly  mention  them  again.  First,  there  is  the  audit  pro- 
gram which  involves  reviewing  the  financial  records  of  hospitals 
and  other  health  facilities  to  prevent  wrongful  billings  and  to 
assure  the  proper  allocation  of  costs  on  the  annual  Medicare  cost 
reports.  These  audits  also  provide  the  foundation  for  sound  policy 
decisions  on  needed  payment  adjustments. 

Second,  claims  are  reviewed  to  determine  if  the  services  provided 
were  medically  necessary  and  appropriate.  These  operations  are 
also  critical  in  detecting  overutilization  problems,  something  that 
will  become  even  more  important  as  we  begin  to  phase  in  the  phy- 
sician payment  reform  legislation  enacted  last  year. 

And  third,  collections  are  made  from  insurers  and  employer 
health  plans  when  they  are  determined  to  have  the  primary  pay- 
ment responsibility  for  health  claims  and  Medicare's  liability  is 
secondary. 

These  efforts  will  soon  be  expanded  based  on  new  provisions  in- 
cluded in  the  1989  budget  reconciliation  bill. 

As  you  have  heard  in  previous  testimony,  the  returns  on  Medi- 
care's payment  safeguard  investments  are  impressive.  For  fiscal 
year  1989,  with  a  budget  of  $358  million.  Medicare  contractors 
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achieved  nearly  $4  billion  in  benefit  savings,  a  return  of  over  $10 
for  every  $1  expended. 

Clearly,  we  believe  that  the  payment  safeguard  efforts  are 
among  the  best  investments  made  by  the  Government  and  are  es- 
sential to  the  sound  management  of  its  health  care  dollars. 

For  the  second  year  in  a  row,  we  are  very  concerned  about  the 
administration's  proposed  budget  for  Medicare  contractor  oper- 
ations. The  current  payment  safeguards  funding  level  for  this  fiscal 
year  1990  is  $26  million  below  1989  levels.  This  is  a  reduction  of 
nearly  8  percent. 

For  Blue  Cross  and  Blue  Shield  of  South  Carolina,  our  portion  of 
this  reduction  caused  us  to  have  to  lay  off  30  professional  nurses 
involved  in  payment  safeguard  activities.  For  fiscal  year  1991,  the 
administration's  budget  recommendation  to  Congress  would  freeze 
payment  safeguard  funding  at  the  reduced  1990  levels. 

This  would  come  at  a  time  when  Medicare's  increasing  utiliza- 
tion and  high  costs  continue  to  be  leading  domestic  budget  prior- 
ities. 

Now,  to  turn  to  the  bright  blue  graphs.  The  first  graph  illus- 
trates the  most  serious  problem  with  the  administration's  fiscal 
year  1991  budget.  That  is,  it  relies  on  an  unfounded  assumption 
there  will  be  virtually  no  increase  in  Medicare  claims  next  year. 

In  fact,  however.  Medicare  claims  have  been  increasing  at  an 
annual  rate  of  about  11  percent  as  an  increasing  number  of  benefi- 
ciaries receive  a  greater  number  of  health  services  each  year.  As 
you  can  see  from  the  chart,  the  very  low  block  is  the  administra- 
tion's estimate  of  the  claims  workload  for  1991. 

The  block  to  the  right  is  the  Blue  Cross  and  Blue  Shield  Associa- 
tion's estimate  based  on  trends  in  recent  years.  We  would  predict 
nearly  a  10-percent  increase  in  volume. 

In  a  workload-driven  program  such  as  Medicare,  the  starting 
point  for  adequate  funding  must  be  a  realistic  projection  of  the 
number  of  claims  that  will  be  received.  By  low-balling  this  esti- 
mate. Medicare  contractors  face  the  very  real  prospect  next  year  of 
being  overwhelmed  by  an  increase  of  about  50  million  claims  for 
which  there  will  be  no  administrative  funds  to  handle. 

This  will  result  in  mounting  claims  backlogs,  slow  payments  to 
providers  and  beneficiaries,  and  could  serious  threaten  the  oper- 
ations of  our  payment  safeguard  functions. 

Now,  let  me  turn  to  the  second  chart. 

This  chart  shows  what  Medicare  savings  could  be  if  payment 
safeguard  funding  had  continued  to  keep  pace  with  the  overall 
growth  in  the  program.  The  point  here  is  that  Medicare  could  be 
saving  over  $5  billion  next  fiscal  year  if  the  payment  safeguards 
budget  had  been  maintained  at  the  same  rate  as  it  increased  prior 
to  1990. 

By  curtailing  this  investment,  the  administration  is  projecting 
savings  of  only  $3.7  billion,  the  dark  blocks  on  the  chart. 

This  is  a  potential  loss  to  the  program  of  over  $1.5  billion,  as  I 
believe  you  mentioned  earlier,  Mr.  Chairman. 

In  closing,  let  me  assure  you  that  we  share  your  concern  about 
protecting  Medicare  from  fraud,  abuse  and  unwanted  spending. 
Unchecked  Medicare  spending  has  serious  consequences  for  the 
Federal  budget,  the  taxpayers,  and  the  program's  beneficiaries. 
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Over  the  next  several  years,  as  Medicare  payment  for  physicians' 
services  is  fundamentally  reformed,  identifying  and  preventing  in- 
appropriate utilization  will  be  even  more  important  than  ever 
before. 

Adequate,  stable  and  predictable  funding  for  Medicare's  payment 
safeguard  operations  is  a  sound  investment,  one  of  the  best  the 
Federal  Government  makes  every  year.  We  appreciate  your  contin- 
ued interest  in  support  for  these  activities  and  we  look  forward  to 
working  with  you  to  improve  the  administration  of  the  Medicare 
program. 

Mr.  Chairman,  that  concludes  my  remarks.  I  would  be  pleased  to 
answer  any  questions. 
[The  statement  of  Mr.  Horton  follows:] 
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TESTIMONY  OF  THE  BLUE  CROSS  AND  BLUE  SHIELD  ASSOOATION 
PRESENTED  BY  WILLIAM  R.  HORTON,  JR..  VICE  PRESIDENT, 
MEDICARE  OPERATIONS,  BLUE  CROSS  AND  BLUE  SHIELD  OF  SOUTH  CAROLINA 

Mr.  Chairman  and  members  of  the  subcommittee,  I  am  William  R. 
Horton,  Jr.,  Vice  President  of  Medicare  Operations  for  Blue 
Cross  and  Blue  Shield  of  South  Carolina.     I  appreciate  this 
opportunity  to  discuss  our  role  as  a  Medicare  intermediary  and 
carrier  and  our  activities  to  safeguard  Medicare  from 
inappropriate  or  unnecessary  payment  for  services. 

Let  me  start  by  mentioning  a  few  facts  about  our  operations. 

Blue  Cross  and  Blue  Shield  of  South  Carolina  has  been  involved 
in  the  day-to-day  administration  of  Medicare  and  service  to  its 
beneficiaries  since  the  program  began  almost  25  years  ago.  In 
addition  to  our  responsibilities  as  both  a  Part  A  fiscal 
intermediary  and  a  Part  B  carrier,  we  are  now  one  of  nine 
regional  home  health  intermediaries,  making  home  health 
payments  in  four  southeastern  states.    We  also  serve  as  one  of 
two  carriers  for  immunosuppressive  drug  claims  and  Medicare's 
parenteral  and  enteral  nutrition  benefit,   responsible  for  the 
eastern  half  of  the  United  States  for  these  claims. 

This  year.  Blue  Cross  and  Blue  Shield  of  South  Carolina  will 
process  approximately  7.2  million  Medicare  claims  and  make 
about  $1.6  billion  in  payments  for  health  care  services  to 
Medicare  beneficiaries.    We  will  expend  about  $21  million  to 
carry  out  our  contract  responsibilities  for  the  Medicare 
program,  or  less  than  1.5  percent  of  the  total  benefit  payments 
which  we  expect  to  make. 

We  believe  that  the  partnership  between  Medicare  and  its 
network  of  contractors  has  served  the  program  well  over  the 
last  two  decades.     Through  this  network.  Medicare  has  been  able 
to  maintain  an  enviable  record  of  administrative  efficiency, 
particularly  considering  the  program's  size  and  complexity. 
And,  by  preventing  improper  or  inappropriate  payments, 
contractors  provide  over  $3  billion  in  savings  to  Medicare  each 
year,  more  than  Medicare's  entire  administrative  budget  in 
fiscal  year  1990. 

Now,   let  me  discuss  our  payment  safeguard  operations  more 
directly. 

Medicare  contractors  have  three  basic  payment  safeguard 
responsibilities.      First,  there  is  the  audit  program  which 
involves  reviewing  the  financial  records  of  hospitals  and  other 
health  facilities  to  prevent  wrongful  billing  and  to  ensure  the 
proper  allocation  of  costs.     Second,  claims  are  reviewed  to 
determine  if  the  services  provided  were  medically  necessary  and 
appropriate.     And  third,  collections  are  made  from  insurers  and 
employer  health  plans  when  they  are  determined  to  have  the 
primary  payment  responsibility  for  health  claims  and  Medicare's 
liability  is  secondary. 

These  operations  have  consistently  achieved  impressive  savings 
for  the  federal  budget  and  the  American  taxpayer.     In  fact, 
few,   if  any,  government  expenditures  produce  such  hard, 
documented  savings  each  year  as  are  generated  by  Medicare's 
payment  safeguard  activities.     In  South  Carolina  alone,  we 
spent  $7.9  million  last  year  to  prevent  Medicare  overpayments 
and  abuse  which  produced  tangible  savings  to  the  federal  budget 
of  $109  million,  a  return  of  $14  dollars  for  every 
administrative  dollar  spent. 

Nationally,  the  returns  are  also  impressive.     For  FY  1989,  the 
Health  Care  Financing  Administration  (HCFA)  reported  that  with 
a  budget  of  $358  million.  Medicare  contractors  achieved  $3.96 
billion  in  benefit  savings,  a  return  of  over  10  to  1. 

But  the  savings  themselves  are  only  part  of  the  picture. 
Ultimately,   the  goal  of  the  payment  safeguards  structure  is  to 
assure  that  Medicare  funds  are  spent  as  intended  by  Congress 
for  medically  necessary  and  appropriate  care  and  only  when  the 
trust  funds  have  an  obligation  to  pay.     Moreover,  these 
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operations  have  an  essential  "sentinel  effect"  by  sending  a 
strong  signal  that  Medicare  is  serious  about  being  a  prudent 
and  vigilant  payor  for  health  care  services. 

It  is  important  to  point  out  that  the  overwhelming  majority  of 
Medicare  claims  —  nearly  550  million  this  year  —  are 
submitted  for  legitimate  services  by  conscientious  health  care 
providers  and  beneficiaries  for  essential  medical  services. 

However,  Medicare  is  also  a  very  complex  program  involving  the 
payment  of  nearly  $100  billion  for  services  with  hundreds  of 
different  payment  policies,  exceptions,  adjustments  and 
limits.     And  for  those  who  may  try  to  take  advantage  of  the 
system  by  concealing  costs  or  billing  for  services  for  which 
Medicare  should  not  pay,  payment  safeguard  operations  are  the 
best  available  means  we  have  to  detect  these  wrongful  practices. 

Next,   I  would  like  to  briefly  describe  how  these  payment 
safeguard  operations  work. 

AUDIT 

The  Medicare  audit  function  represents  the  final  and  most 
inclusive  opportunity  for  Medicare's  fiscal  intermediaries  to 
review  Part  A  program  expenditures.     Reduced  to  its  essence, 
the  audit  function  involves  scrutinizing  a  health  care 
facility's  "final  billing"  for  services  to  ensure  that  only 
legitimate  costs  are  paid  and  that  Medicare  is  protected  from 
costs  which  are  unreasonable,  unnecessary  or  illegal. 

Even  after  the  introduction  of  the  prospective  payment  system 
(PPS),  there  are  still  significant  areas  where  Medicare  payment 
is  based  on  costs.     Further,  the  audit  of  provider  cost  reports 
is  the  primary  instrument  to  maintain  the  integrity  of  Medicare 
Part  A  program  payments  and  the  foundation  for  sound  policy 
decisions  on  needed  payment  adjustments. 

Basic  to  the  audit  program  effort  is  the  analytic  review  of 
cost  reports  to  determine  excessive  claims  for  reimbursement, 
violations  of  law  or  regulation,  mathematical  errors,  and  fraud 
and  abuse  against  the  program.     When  necessary,  professional 
accountants  are  sent  on-site  to  a  hospital  or  other  health  care 
facility  to  review  the  provider's  financial  records.  Finally, 
the  auditors  develop  a  final  settlement  with  the  provider  which 
determines  the  total  payment  due  for  the  services  provided  to 
beneficiaries . 

Many  of  these  responsibilities  closely  resemble  those  of  the 
Internal  Revenue  Service  and,   like  the  IRS,   involve  many  of  the 
same  skills  and  training  for  the  auditors.     In  total,  HCFA  has 
reported  that  these  audit  efforts  saved  Medicare  over  $800 
million  in  fiscal  year  1989.     During  the  same  period.  Blue 
Cross  and  Blue  Shield  of  South  Carolina  reported  $41  million  in 
program  savings  with  an  audit  budget  of  $2.75  million,  a  return 
of  almost  15  to  1. 

MEDICAL  REVIEW 

Medical  review  activities  assure  that  the  services  provided  to 
Medicare  beneficiaries  are  medically  necessary,  appropriate  and 
covered  by  the  program.     For  example,  more  than  one  physician 
visit  per  week  to  a  patient  in  a  skilled  nursing  facility  would 
not  be  considered  medically  necessary  absent  documentation 
explaining  the  condition  or  symptoms  warranting  the  additional 
visits.     Detecting  and  examining  the  claims  that  exceed  such 
limits  without  valid  justification  is  the  essence  of  this 
payment  safeguard  function. 

To  perform  these  operations,  prepayment  review  of  claims  is 
conducted  based  on  national  and  local  "screens"  to  flag 
services  that  may  not  be  medically  necessary.  Postpayment 
audits  of  claims  are  also  performed  to  identify  patterns  of 
potential  over-utilization,   fraud,  or  abuse  when  compared  with 
peer  group  norms.     In  addition,  staff  in  this  area  educate 
providers  on  issues  of  coverage,  billing  practices  and  expected 
patterns  of  care.     We  believe  that  our  provider  education 
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efforts  are  particularly  important  and  help  prevent  wrongful 
billing  practices  at  the  front  end. 

Let  me  clear  up  one  of  the  most  frequent  misconceptions  about 
the  use  of  computer  screens  to  detect  potential  problems.  The 
Medicare  program  requires  the  use  of  approximately  20  national 
screens  to  identify  inappropriate  claims.     In  addition,  based 
on  their  unique  understanding  of  the  provider  community  in 
their  area  and  potential  problems,  carriers  establish  a  series 
of  additional  local  payment  screens.     In  all  cases,  the  screens 
are  used  to  determine  which  claims  need  to  be  examined  more 
closely.     They  do  not  generate  automatic  denials.  Rather, 
claims  that  fail  to  pass  the  screens  are  suspended  until  a 
further  review  determines  whether  Medicare  should  pay. 

Our  medical  review  operations  are  conducted  by  a  team  of 
reviewers  including  licensed  practical  nurses  and  registered 
nurses  who  conduct  most  of  the  "hands  on"  review  effort.  We 
also  have  a  Medicare  medical  director,  a  practicing  physician 
who  is  responsible  for  recommending  and  approving  new  medical 
review  policies  and  acting  as  a  liaison  with  the  provider 
community.     In  difficult  cases  where  medical  necessity  or 
appropriateness  are  at  issue,  the  medical  director  also  serves 
as  the  ultimate  arbitrator  of  our  payment  decisions. 

HCFA  has  reported  that  these  medical  review  activities  saved 
Medicare  $960  million  in  fiscal  year  1989.     In  South  Carolina, 
we  produced  $14.3  million  in  savings  for  Medicare  through  our 
medical  review  operations  with  administrative  costs  of  $4.2 
million,  a  savings  of  nearly  3.5  to  1.     Even  more  important 
than  the  reported  savings  however,  is  the  deterrent  effect  that 
a  vigorous  medical  review  operation  has  by  making  it  known  that 
Medicare  payments  will  be  scrutinized. 


MEDICARE  SECONDARY  PAYER 

The  third,  and  final,  payment  safeguard  is  the  Medicare 
Secondary  Payer  (MSP)  program.     The  purpose  of  this  program  is 
to  ensure  that  Medicare  payments  are  not  made  for  services 
provided  to  beneficiaries  who  have  other  coverage  that  is 
primary  to  Medicare.     Among  the  other  payers  whose  coverage  may 
be  primary  to  Medicare  are  employer  group  health  plans  covering 
the  working  aged,  disabled  and  ESRD  patients  as  well  as  auto, 
liability,  workers'  compensation,  and  no  fault  insurance 
programs . 

The  Blue  Cross  and  Blue  Shield  of  South  Carolina  MSP  operation 
has  been  highly  successful  and  cost  effective.     Our  savings 
from  these  activities  grew  from  $3  million  in  fiscal  year  1985 
to  $53  million  in  fiscal  year  1989.     And,  as  our  funding  for 
these  activities  increased  during  this  period  so  have  our 
returns,  with  our  lastest  efforts  generating  a  significant 
savings  of  $58  for  every  $1  dollar  spent  on  MSP. 

HCFA  is  now  developing  instructions  to  implement  the  enhanced 
MSP  provisions  included  in  the  1989  budget  reconciliation  act. 
We  supported  this  legislation  and  we  believe  that  it  should 
improve  the  program's  ability  to  more  consistently  identify 
Medicare  eligible  individuals  who  are  also  covered  by  an 
employer  group  health  plan. 

PREVENTING  FRAUD  AND  ABUSE 

Medicare  contractors  have  important  responsibilities  in 
detecting  and  preventing  fraud  and  abuse.     Sometimes  these 
cases  are  brought  to  our  attention  by  beneficiaries  who  inform 
us  when  Medicare  has  been  billed  for  services  that  they  did  not 
receive.     More  often,  our  payment  safeguard  operations  lead  us 
to  suspect  instances  of  wrongdoing  which  are  then  investigated 
further . 

Examples  of  these  types  of  practices  include: 
o      double-billings  and  inflated  billings; 

o      kickback  schemes  for  making  patient  referrals  or  signing 
false  treatment  plans; 
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o      submission  of  costs  for  which  Medicare  payment  is  excluded; 
o      false  information  about  a  patient's  condition  to  qualify 
for  benefits. 

Many  of  these  cases  require  months  of  meticulous  review  in 
order  to  validate  the  alleged  instances  of  fraud.  Guidelines 
developed  by  the  Inspector  General  (IG)  are  used  to  refer  cases 
for  possible  disciplinary  action,   including  financial  sanctions 
or  suspension  of  providers  from  further  Medicare  payments. 
After  the  IG  has  taken  such  adverse  actions,  contractors  are 
required  to  ensure  that  no  payments  are  made  to  the  excluded 
providers  according  to  the  terms  of  the  judgment. 

IMPORTANCE  OF  FUNDING 

Clearly,  we  believe  that  the  payment  safeguards  efforts  of 
Medicare  intermediaries  and  carriers  are  among  the  best 
investments  made  by  the  government  and  are  essential  to  the 
sound  management  of  its  health  care  dollars. 

This  assessment  is  also  shared  by  the  independent  Physician 
Payment  Review  Commission  (PPRC)  which  stated  in  their  1989 
report  to  Congress  that  they  "strongly  believe"  that  Medicare 
contractors  needed  "stable  and  adequate  funding"  to  fulfill 
their  payment  safeguard  responsibilities.     Again  in  1990,  the 
PPRC  reported  to  Congress  that  "budgets  for  carrier  operations 
have  not  kept  pace  with  the  increase  in  the  volume  of  claims" 
and  that  the  Commission  "believes  that  the  shortfall  has  become 
more  serious  over  time." 

This  subcommittee  also  understands  well  the  importance  of 
adequate  funding  for  these  front-line  Medicare  operations.  I 
understand  that  you  recently  brought  this  issue  to  the 
attention  of  the  Appropriations  Committee  before  their  mark-up 
of  their  annual  spending  bill.     Such  efforts  help  to  protect 
Medicare  from  needless  overpayments  and  help  to  ensure  that 
beneficiaries'  premiums  are  spent  as  you  intended. 

However,  once  again,  we  are  deeply  concerned  about  the 
Administration's  proposed  budget  for  Medicare  contractor 
operations . 

Last  year,  the  Administration  proposed  sharp  reductions  in 
Medicare's  payment  safeguard  efforts  which,  had  they  been  fully 
implemented,  would  have  dismantled  some  of  the  program's  most 
important  and  cost-effective  defenses.     The  proposed  cut  would 
have  reduced  the  total  safeguard  budget  by  over  35  percent 
which,  by  the  Administration's  own  estimates,  would  have 
resulted  in  an  increase  of  over  $1  billion  in  Medicare 
overpayments . 

Throughout  much  of  last  year,  these  proposed  cuts  had  a 
chilling  effect  on  the  contractor  community  as  the  implications 
of  such  enormous  reductions  became  better  understood.  Indeed, 
it  was  not  until  the  new  fiscal  year  had  already  begun  that  it 
became  clear  that  Congress  would  reject  the  Administration's 
proposal  to  dismantle  much  of  Medicare's  payment  safeguard 
operations . 

In  the  conference  agreement  on  the  FY  1990  appropriations  act. 
Congress  directed  that  the  administrative  funds  that  would  no 
longer  be  required  for  the  implementation  of  the  catastrophic 
coverage  program  instead  be  used  to  fund  Medicare  payment 
safeguard  activities  at  current  services  levels.     In  spite  of 
this  directive  in  the  conference  report,  funding  has  not  been 
fully  restored  for  these  activities.     In  total,  the  current 
payment  safeguard  funding  level  is  actually  $26  million  below 
last  year's  level,  a  cut  of  nearly  8  percent. 

Unfortunately,  the  FY  1990  cuts  were  concentrated  in  the 
medical  review  and  medicare  secondary  payer  areas,  both  of 
which  continue  to  warrant  close  scrutiny  now  and  in  the  years 
ahead . 

We  in  South  Carolina  estimate  that  as  a  result  of  the  FY  1990 
cutbacks.  Medicare  payment  safeguard  operations  were  curtailed 
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by  30  nurse  reviewer  positions  with  a  reduction  in  savings  of 
approximately  $2.4  million.      Our  national  association 
estimates  that  the  approximately  600  Medicare  positions 
associated  with  these  responsibilites  were  eliminated, 
unquestionably  weakening  the  program  and  exposing  it  to 
needless  increases  in  wrongful  payments. 

For  fiscal  year  1991,  the  Administration's  budget 
recommendation  to  Congress  would  freeze  payment  safeguard 
funding  at  the  reduced  1990  level.     Overall,  the  Medicare 
contractor  budget  would  increase  only  by  the  level  of 
inflation.     This  would  come  at  a  time  when  managing  Medicare's 
increasing  utilization  and  high  costs  continue  to  be  leading 
domestic  budget  priorities. 

The  most  serious  problem  with  the  Administration's  fiscal  year 
1991  budget  is  that  it  relies  on  an  unfounded  assumption  that 
there  will  be  virtually  no  increase  in  Medicare  claims  next 
year.     In  fact,  however.  Medicare  claims  have  been  increasing 
at  an  annual  rate  of  about  11  percent  as  an  increasing  number 
of  beneficiaries  receive  a  greater  number  of  health  services 
each  year.     Clearly,  this  trend  has  not  suddenly  been  abated  or 
even  greatly  reduced.     Therefore,  just  to  keep  pace  with 
predictable  Medicare  program  growth,  additional  resources  are 
needed  next  year. 

As  the  following  graph  illustrates.  Medicare's  workload  — 
claims  that  are  subject  to  payment  and  review  —  has  increased 
significantly  every  year.     This  is  in  sharp  contrast  to  the 
Administration's  estimate  of  Medicare  workload  for  fiscal  year 
1991  where  they  have  assumed  an  increase  of  only  0.2  percent. 
The  trend  in  South  Carolina  is  similar,  where  our  Medicare 
claims  volume  has  also  been  increasing  at  double-digit  rates. 


ANNUAL  GROWTH  IN  MEDICARE  CLAIMS 


%  CHANGE  IN  CLAIMS  VOLUME 
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In  a  workload-driven  program  such  as  Medicare,  the  starting 
point  for  adequate  funding  must  be  a  realistic  projection  of 
the  number  of  claims  that  will  be  received.     By  lowballing  this 
estimate.  Medicare  contractors  face  the  very  real  prospect  next 
year  of  being  overwhelmed  by  an  increase  of  about  50  million 
claims  for  which  there  will  be  no  administrative  funds  to 
handle;     This  will  have  an  immediate  effect  on  our  ability  to 
meet  your  legislated  prompt  payment  standards  and  mounting 
claims  backlogs  will  seriously  threaten  the  operations  of  all 
of  our  payment  safeguard  operations. 

The  second  graph  shows  what  Medicare  savings  would  have  been  if 
payment  safeguard  funding  had  continued  to  keep  pace  with 
overall  program  growth. 
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PROJECTED  MEDICARE  SAVINGS  WITH 
CONSTANT  SPENDING  ON  PAYMENT  SAFEGUARDS 


C3  CONSTANT  FUNDING 


I  AOMIN  BUDGET  FUNDING 
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The  point  of  this  graph  is  that  Medicare  could  be  saving  $5.3 
billion  in  fiscal  year  1991  if  the  payment  safeguards  budget 
had  been  maintained  at  the  same  rate  as  it  increased  since 
1986.     By  curtailing  this  investment,  the  Administration  is 
projecting  savings  of  only  $3.75  billion,  a  loss  to  the  program 
of  over  $1.5  billion  next  year. 

Certainly,  additional  investments  in  protecting  Medicare  from 
overpayments  and  improper  spending  will  still  yield  very 
positive  returns.     Even  more  importantly,  you  can  see  why  we 
believe  that  reductions  in  the  payment  safeguards  budget  make 
little  sense.     For  example,  in  South  Carolina,  we  returned 
almost  $14  for  every  payment  safeguard  dollar  we  spent  last 
year.     Clearly,  Medicare  ought  not  to  spend  an  additional  $14 
for  improper  benefits  to  save  $1  of  administrative  cost. 


CONCLUSION 


In  closing,  let  me  assure  you  that  we  share  your  concern  about 
protecting  Medicare  from  fraud,  abuse  and  inappropriate 
spending.     Unchecked  Medicare  spending  has  consequences  on  the 
federal  budget,  taxpayers  and  the  program's  beneficiaries  that 
far  exceed  those  of  dozens  of  other  federal  programs. 

Over  the  next  several  years,  as  Medicare  payment  for  physician 
services  is  fundamentally  reformed,  identifying  and  preventing 
inappropriate  utilization  will  be  even  more  important  than  ever 
before. 

Adequate,  stable  and  predictable  funding  for  Medicare's  payment 
safeguard  operations  is  a  sound  investment,  one  of  the  best  the 
federal  government  makes  every  year.    We  appreciate  your 
continued  interest  and  support  for  these  activities  and  we  look 
forward  to  working  with  you  to  improve  the  administration  of 
the  Medicare  program. 
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Chairman  Stark.  Thank  you,  Mr.  Horton. 
Dr.  Busby. 

STATEMENT  OF  J.  DAVID  BUSBY,  M.D.,  VICE  PRESIDENT,  AMERI- 
CAN  MEDICAL  PEER  REVIEW  ASSOCIATION,  ACCOMPANIED  BY 
ANDREW  WEBBER,  EXECUTIVE  VICE  PRESIDENT 

Dr.  Busby.  I  am  J.  David  Busby,  vice  president  of  the  American 
Medical  Peer  Review  Association,  and  I  am  employed  as  medical 
director  of  the  Arkansas  PRO.  Accompanying  me  today  is  Andrew 
Webber,  executive  vice  president  of  AMPRA.  AMPRA  is  the  na- 
tional organization  made  up  of  representatives  from  physician-di- 
rected review  organizations  that  contract  with  Medicare,  Medicaid 
and  also  with  private  industry,  to  do  medical  review. 

We  really  appreciate  the  opportunity  to  be  here  today  and  we 
have  heard  your  many  questions  and  will  try  to  answer  some  of 
them  during  the  question  and  answer  period. 

We  have  submitted  for  the  record  a  more  detailed  report.  I  will 
try  to  hit  the  high  spots  that  I  think  might  be  of  help  to  the  com- 
mittee. We  will  look  at  the  work  of  the  PRO's,  some  of  the  impact 
of  the  pro's  over  the  past  few  years,  weaknesses  that  we  perceive 
in  the  program,  and  also  make  suggestions  for  legislation  that 
might  help. 

As  you  know,  the  PRO  program  is  largely  a  reflection  of  congres- 
sional concern.  It  was  concern  related  to  the  PPS  system.  There 
was  concern  there  would  be  increased  utilization,  frankly,  that  pa- 
tients would  be  discharged  sicker  and  quicker. 

I  am  happy  to  tell  you  as  a  result  of  the  PRO  action,  we  have  not 
found  that  situation  to  be  true.  We  have  not  found  widespread 
problems  of  patients  being  discharged  sicker  and  quicker. 

During  the  first  two  contract  cycles,  the  PRO's  had  a  positive 
balance  on  a  cost  effective  basis  of  1.8  to  1.  We  need  to  keep  in 
mind  not  all  our  money  is  directed  toward  cost  savings.  We  spend 
at  the  current  time  approximately  50  percent  of  all  of  our  budget 
on  quality  of  care  activities. 

I  would  also  point  out  we  are  required  to  have  beneficiary  out- 
reach programs,  as  well  as  outreach  to  the  providers,  and  to  the 
practitioners,  at  some  great  expense.  I  would  tell  you  that  the  prob- 
lems that  have  been  found  have  not  been  related  to  the  PPS 
system,  but  have  been  related  to  rather  just  one  of  general  mis- 
management. 

Under  the  first  two  cycles,  reviewing  nearly  7  million  cases, 
there  were  approximately  6.75  percent  of  those  cases  that  had  qual- 
ity of  care  problems.  Again,  not  related  to  the  PPS  system,  per  se, 
but  really  related  to  clinical  management. 

You  might  note  during  this  time,  1,065  sanction  notices  were 
issued  by  the  54  peer  review  organizations.  Corrective  action  plans 
were  developed  for  several  of  the  physicians  and  providers. 

However,  197  were  referred  to  the  Office  of  Inspector  General  for 
either  exclusionary  purposes  or  civil  and  monetary  penalties;  110 
sanctions  were  imposed  by  the  Office  of  Inspector  General. 

I  think  the  PRO's,  without  question,  had  a  sentinel  effect.  That 
has  been  documented  in  some  of  the  work  of  Project  Hope.  The  cur- 
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rent  HCFA  administrator  in  a  study  in  1987  documented  clearly 
that  PRO  promotes  institutionalized  self-monitoring. 

It  is  important  to  note  in  rural  hospitals  they  now  have  quality 
of  care  programs  where  they  did  not  a  few  years  ago.  An  example 
being  a  community  of  less  than  900  citizens  in  north-central  Ar- 
kansas that  meets  anybody's  definition  of  a  rual  hospital  has  5 
members  on  the  staff,  did  not  have  a  quality  assurance  program 
until  a  year  ago,  when  because  of  so  many  letters  from  the  peer 
review  organization,  they  established  their  program. 

In  the  next  year,  they  had  zero  admission  denials,  which  would 
suggest  they  were  utilizing  the  hospital  more  appropriately.  Their 
quality  of  care  problems  went  down  markedly. 

It  is  clear,  also,  that  PRO's  promote  better  behavior  from  the 
physician  and  in  one  case  of  a  sanction  notice,  one  of  the  physi- 
cians that  came  to  a  committee  admitted  that  in  11  years  of  prac- 
tice, he  had  not  attended  one  single  CME  course.  Since  medical 
knowledge  turns  over  every  5  to  7  years,  it  is  clear  that  he  was 
almost  two  generations  behind. 

Due  to  the  area  health  education  center  programs  and  other 
CME  programs,  he  was  brought  up  to  speed.  It  is  also  clear  some 
physicians  are  burning  the  candle  at  both  ends.  The  PRO  program 
can  make  recommendations  to  these  people  regarding  what  they 
can  do  to  have  a  better  practice. 

I  would  like  to  speak  a  little  about  the  prior  authorization  pro- 
gram since  there  have  been  so  many  questions  about  that.  It  is 
really  too  early  to  make  a  definitive  statement  regarding  it.  It  is 
clear  denials  are  down  to  practically  nothing  on  some  of  the  proce- 
dures that  are  precertified. 

You  must  understand  that  the  criteria  for  the  procedures  have 
been  submitted  to  the  speciality  organizations  in  each  State.  They 
are  submitted  to  anyone  who  requests  them. 

It  is  highly  unlikely  that  someone  as  unethical  would  contact  a 
PRO  and  say,  dear  Dr.  PRO,  I  want  to  do  an  unnecessary  cataract 
procedure. 

They  are  going  to  tell  you  the  criteria,  the  things  that  they  con- 
sider important.  You  are  not  going  to  have  a  very  high  denial  rate 
on  a  precertification  program  such  as  that. 

I  think  it  would  be  important  for  HCFA  to  look  immediately  at 
the  pre-  and  post-April  1  use  rates.  That  is  the  number  of  these  10 
procedures  required  in  1989  on  a  precertification  basis,  how  many 
were  done  before  1989,  and  how  many  were  done  in  1989,  to  see  if 
there  has  been  a  sentinel  impact. 

Also,  it  is  important  to  note  the  Office  of  Forum  for  Quality  and 
Effectiveness  in  Health  Care  will  be  a  big  help,  I  believe  in  develop- 
ing some  criteria.  The  American  College  of  Cardiology  developed 
criteria  for  pacemakers  and  with  the  institution  of  those  criteria, 
the  use  rate  for  pacemakers  went  down  24  percent  and  in  Congress- 
woman  Johnson's  home  State,  the  PRO  documented  they  had  only 
four  denials,  but  yet  their  use  rate  in  pacemakers  went  down  24 
percent  during  that  time. 

That  is  a  very  important  point.  We  cannot  base  the  success  of 
this  program  on  whether  or  not  you  have  issued  a  denial.  I  believe 
the  Office  on  the  Forum  for  Quality  and  Effectiveness  will  be  a  big 
help  to  the  Agency  for  Health  Care  Policy  Research. 
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I  would  also  suggest  quite  strongly  that  it  is  high  time  for  the 
second  opinion  program  for  cataract  surgery.  It  is  long  overdue.  We 
are  suggesting  a  random  program,  but  perhaps  it  should  be  a  high 
number,  not  5  percent,  not  10  percent,  but  at  least  50  percent.  Not 
only  that,  the  second  opinion  should  be  done  by  a  physician  not 
running  a  Medicare  mill,  but  by  a  responsible  ophthalmologist  run- 
ning an  appropriate  program. 

The  program  that  is  outlined  in  North  Carolina  should  be  imple- 
mented. That  is,  there  is  a  7-day  waiting  period  in  North  Carolina 
right  now  before  a  cataract  can  be  approved  and  performed. 

I  believe  at  this  time  they  are  the  only  State  that  has  actually 
implemented  that.  It  should  be  spread  to  the  other  States  so  that 
the  beneficiary  would  have  at  least  a  7-day  period  of  time  to  think 
about  it,  perhaps  get  a  second  opinion,  and  make  a  reasonable  deci- 
sion on  whether  or  not  it  was  appropriate. 

Also,  it  is  important  that  there  should  be  a  waiting  period  be- 
tween the  second  eye  surgery.  If  a  patient  needs  cataract  surgery 
in  both  eyes,  there  should  be  none  of  this  ten  days  between  the 
time.  That  is  poor  medicine  and  poor  care  all  the  way  around. 

It  should  be  a  mandatory  60-  or  90-day  period  between  those. 

Last,  regarding  cataract  surgery,  the  loophole  that  currently 
exists  so  we  do  not  review  surgery  performed  in  physicians'  offices 
should  be  rectified  immediately.  A  cataract  performed  anjrwhere  in 
American  should  be  subject  to  PRO  review. 

To  further  help  the  PRO  performance,  I  think  you  need  to  look 
at  other  issues.  One  is  the  problem  with  the  sanction  program.  At 
this  time,  the  Office  of  Inspector  General  has  refused  one  sanction 
request  from  the  PRO  in  California,  Mr.  Stark's  home  State. 

The  reason  for  that  is  that  the  physician  was  not  documented  to 
be  unwilling  and  unable,  yet  the  physician  refused  to  meet  with 
the  PRO  to  discuss  the  quality  of  care  provided.  The  unwilling  and 
unable  statute  should  either  be  deleted  or  changed. 

It  could  be  changed  to  something  that  would  be  a  documented  to 
show  that  the  physician  was  willing  and  able  to  go  through  a  pro- 
gram set  up  by  the  PRO  so  there  would  be  corrective  action.  The 
preexclusionary  hearing  that  right  now  is  discriminatory  should  be 
deleted. 

Physicians  in  certain  sized  communities  are  subject  to  a  preex- 
clusionary hearing  while  the  others  do  not  have  that  option.  If  it  is 
going  to  be  available  to  some,  it  should  be  available  to  all  or  be 
done  away  with. 

Last,  regarding  the  sanction  program,  the  civil  monetary  penalty 
should  be  moved  up  to  something  like  $10,000.  In  all  honesty,  the 
OIG  has  not  been  active  in  looking  at  civil  and  monetary  penalties 
because  that  could  equal  only  the  cost  of  care  involved. 

When  you  have  something  that  may  result  only  in  a  $100  charge, 
it  is  hard  to  think  about  a  sanction  activity  even  though  it  may 
have  been  a  quite  serious  offense.  There  needs  to  be  some  move- 
ment in  that. 

I  would  also  suggest  that  it  is  time  for  the  PRO  program  perhaps 
to  take  due  emphasis,  to  target  our  review  rather  than  look  at  cer- 
tain things  we  do  now  where  there  is  not  much  cost  effectiveness  to 
it  and  where  we  may  not  be  improving  the  quality  of  care. 
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It  is  perhaps  important  to  consider  with  the  resource  base  rela- 
tive value  scale  that  will  be  implemented  in  1992,  there  should  be 
closer  coordination  between  the  carriers  fiscal  intermediaries  and 
pro's  to  work  together  to  make  certain  there  are  not  shortcuts 
taken  in  that. 

Last,  I  think  it  is  clearly  important  that  some  changes  should  be 
made  in  the  PRO  statute  regarding  confidentiality.  None  of  the  in- 
formation from  the  PRO's  should  be  discoverable  in  any  form  or 
fashion.  To  do  so  will  totally  destroy  the  process. 

At  the  present  time,  peer  review  organizations  are  required  to  co- 
operate with  the  State  boards,  but  there  are  problems  with  that  be- 
cause they  are  subject  to  the  Freedom  of  Information  Act  and  any- 
thing submitted  to  them  can  end  up  in  the  paper  the  next  day. 

It  should  not  be  the  goal  of  the  PRO  to  ruin  a  physician  or  a  hos- 
pital because  of  one  miscarriage,  so  to  speak,  but  it  should  be  to 
improve  the  quality  of  care  overall. 

Mr.  Chairman,  we,  again,  appreciate  the  opportunity  to  visit 
with  you.  We  will  try  to  answer  any  questions  that  you  have. 

[The  statement  of  Dr.  Busby  follows:] 
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WRITTEN  STATEMENT 
American  Medical  Peer  Review  Association 
on  the 

"Fiscal  Year  1991  Budget  Reconciliation  Issues  Relating 
to 

Medicare  Waste  and  Abuse" 

Before  the 
Committee  on  Ways  &  Means 
Subcommittee  on  Health 

June  14, 1990 


Mr.  Chairman  and  members  of  the  Subcommittee,  I  am  J.  David  Busby,  M.D.,  Vice 
President  of  the  American  Medical  Peer  Review  Association  (AMPRA)  and  Medical 
Director  of  the  Arkansas  Foundation  for  Medical  Care,  Inc.  (AFMC),  the  Peer  Review 
Organization  (PRO)  for  the  state  of  Arkansas.  Accompanying  me  is  Andrew  Webber, 
Executive  Vice  President  of  AMPRA.  AMPRA  is  the  national  association  for 
physician-directed  medical  review  organizations,  including  the  federally  designated  PROs. 
AMPRA  members  conduct  review  of  medical  services  for  the  Medicare/Medicaid  programs 
and  in  the  private  sector  for  the  employer  community. 

We  appreciate  your  invitation  to  participate  in  this  Subcommittee  hearing  regarding  issues 
pertaining  to  Medicare  waste  and  abuse.  AMPRA's  statement  will  describe  in  summary  the 
work  of  PROs,  some  observations  regarding  our  experience  and  impact  to  date,  our  candid 
assessment  of  some  of  the  weaknesses  of  the  PRO  program,  and  our  legislative 
recommendations  to  address  identified  concerns. 

Summary  of  PRO  Responsibilities 

With  the  enactment  of  the  Peer  Review  Improvement  Act  of  1982,  the  Medicare  program 
was  required  to  enter  into  fixed  price  contracts  with  physician-based  review  organizations  in 
every  state.  These  contracts  estabUsh  a  process  for  determining  the  medical  necessity, 
appropriateness  and  quality  of  services  provided  to  Medicare  beneficiaries.  PROs  are 
presently  entering  their  third  cycle  of  contracts  for  Medicare  reviews,  and  have  begun 
reviewing  inpatient  care  provided  to  CHAMPUS  beneficiaries. 

The  statute  sets  forth  in  some  detail  the  criteria  to  be  met  by  eligible  organizations,  the 
functions  assigned  to  PROs,  and  the  procedures  for  contracting  and  administering  the 
program.  Program  regulations  and  policy  transmittals  provide  more  extensive  rules  for  the 
operation  of  the  program.  Currently,  review  activities  include  retrospective  review  of 
hospital  and  ambulatory  surgery  services,  review  of  HMO  and  CMP  services,  and 
pre-procedure  reviews  required  by  HCFA. 

The  data  base  for  our  retrospective  case  reviews  is  abstracted  from  Medicare  claims 
submitted  by  providers  and  suppUed  on  tape  to  PROs  by  the  Medicare  fiscal  intermediaries. 
PROs  draw  samples  from  these  data  which  are  subjected  to  screens  based  on  predetermined 
norms  and  criteria.  Certain  types  of  cases  (e.g.  transfers,  selected  DRGs,  outliers)  must  be 
reviewed,  while  a  random  sample  of  all  cases  is  subjected  to  discharge  screens  and  generic 
quaUty  screens  designed  to  flag  cases  with  potential  for  inappropriate  care  or  poor  quality. 

Cases  failing  one  or  more  screens  are  referred  to  physicians  for  review  of  the  patient's 
medical  record.  If,  after  physician  review  and  the  opportunity  for  consultation  with  the 
practitioner,  the  care  is  found  not  to  be  medically  necessary  or  provided  in  the  appropriate 
setting,  payment  for  the  services  is  denied.  Providers  and  beneficiaries  experiencing  denials 
have  an  opportunity  for  a  reconsideration  of  the  PRO  decision,  while  beneficiaries  can  seek 
further  redress  through  an  administrative  appeal.  If,  after  physician  review  and  the 
opportunity  for  consultation  with  the  practitioner,  the  care  is  found  not  to  be  acceptable  in 
terms  of  quality  of  care,  the  PRO  will  assign  a  problem  severity  score  and  notify  the 
practitioner  of  the  quality  of  care  deficiency.  If  quality  problems  and  numerical  severity 
thresholds  are  reached,  the  PRO  must  implement  certain  review  interventions,  which  may 
include  intensified  review,  direct  supervision,  and  remedial  education.  In  addition, 
practitioners  or  providers,  with  a  demonstrated  pattern  of  poor  performance  or  gross  and 
flagrant  violations  of  acceptable  practice  standards,  may  be  recorrunended  for  a  monetary 
penalty  or  exclusion  from  the  Medicare  program.  (AMPRA  would  be  pleased  to  provide 
you  with  additional  details  of  the  scope  of  work  and  review  methodologies  employed  by 
PROs  should  the  Subcommittee  desire  them.) 
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It  should  be  noted  that  the  review  program  design  at  this  point  is  largely  a  reflection  of 
concerns  by  Congress  and  the  Health  Care  Financing  Administration  (HCFA)  about  the 
potential  risks  to  quality  and  to  cost  contaimnen|;  that  may  arise  from  the  prospective 
payment  system  for  hospital  services.  Incentives  for  inappropriate  admissions,  for 
premature  discharge,  for  coding  manipulation,  and  for  unnecessary  transfers  are  examples  of 
the  potential  problems  that  PRO  review  is  intended  to  prevent  or  minimize. 

Since  program  implementation,  the  scope  of  work  for  PROs  has  been  changing  to  reflect 
increasing  concern  about  the  c^uaUty  of  care  being  provided  to  Medicare  beneficiaries.  The 
development  of  generic  quality  screens  for  use  in  the  second  contract  cycle,  and  the 
development  of  HCFA's  mandated  quality  mtervention  plan  in  the  current  contract  cycle,  is 
evidence  of  this  change  in  emphasis  from  utilization  review  to  quaUty  review.  AMPRA  is 
supportive  of  this  new  emphasis  on  quaUty  assessment  m  the  Medicare  program,  particularly 
at  a  time  when  the  ratcheting  down  of  DRG  payment  rates  to  hospitals  further  raise  quality 
of  care  concerns. 

As  a  result  of  legislation,  PROs  are  also  reviewing  the  care  provided  by  HMOs  and  CMPs  ~ 
with  Medicare  risk  contracts,  looking  not  only  at  inpatient  services,  but  also  the 
appropriateness  and  quality  of  ambulatory  services.  In  addition,  the  third  scope  of  work 
includes  a  provision  for  prior  authorization  review  of  ten  high  volume/high  cost  Medicare 
procedures.  Reviews  of  ambulatory  surgery  have  also  begun  in  all  PROs  under  this  new 
scope  of  work.  Finally,  the  scope  of  PRO  review  has  been  expanded  to  include  review  of 
care  provided  in  all  Medicare  covered  settings.  As  a  first  step,  review  is  now  being  applied 
to  services  provided  b>^  long-term  care  facihties  (SNFs)  and  home  health  agencies  (HHAs) 
between  hospital  admissions  of  less  than  31  days.  Congress  has  also  directed  HCFA  to 
develop  review  plans  for  services  provided  in  ambulatory  settings  including  physician  _ 
offices.  PRO  pilot  projects  have  recently  started  to  test  alternative  review  methodologies  in 
the  physician  office  setting. 

PRO  Experience  and  Impact 

Mr.  Chairman,  at  this  point  in  AMPRA's  statement  I  would  like  to  reflect  on  PRO 
experience  and  share  with  the  Subcommittee  our  brief,  summary  findings  regarding  the 
impact  of  the  PRO  program.  Our  analysis  primarily  covers  the  first  two  PRO  contract 
cycles.  It  is  too  early  in  the  current  contract  cycle  to  draw  conclusions  about  present  PRO 
impact.  At  the  outset,  let  me  acknowledge  the  difficulty  of  measuring  PRO  impact  given  the 
multiplicity  of  factors  influencing  medicd  practice  behavior.  Nevertheless,  we  believe  PRO 
review  has  already  made  a  valuable  contribution  to  assuring  the  quality  and  appropriateness 
of  Medicare  services. 

As  stated  earlier  in  our  testimony,  the  design  of  the  PRO  program  is  a  reflection  of 
congressional  concerns  regarding  the  risks  to  quality  and  to  cost  containment  that  may  arise 
from  the  Medicare  prospective  payment  system.  PRO  review  was  specifically  tailored  to . 
address  such  PPS  concerns  as:  inappropriate  admissions,  premature  discharges,  and  coding 
manipulation.  Therefore,  any  initial  assessment  of  PRO  impact  must  be  considered  in  the 
context  of  the  PRO  program's  abiUty  to  address  the  negative  incentives  of  PPS,  Seen  from 
this  perspective,  the  PRO  program  has  performed  admirably  as  a  needed  complement  to  the 
PPS  system. 

Quality  Review  -  In  a  recent  survey  of  the  AMPRA  membership,  the  PRO  community  was 
all  but  unanimous  in  stating  that  quality  of  care  has  not  declined  as  a  result  of  Medicare 
PPS.  Many  insist,  in  fact,  that  quality  of  care  has  improved.  The  incidence  of  premature 
discharges  from  hospitals  ~  a  concern  PROs  monitor  for  every  case  under  their  review  ~  is 
infrequent  and  isolated.  PROs,  in  the  same  survey,  state  that  the  identified  quality  concerns 
cannot  be  traced  to  the  new  economic  incentives  of  PPS  but  rather  are  characterized  by 
problems  of  clinical  mismanagement  present  in  any  delivery  system. 

Based  on  information  provided  to  AMPRA  by  the  Health  Care  Financing  Administration 
(HCFA)  earlier  this  year,  we  can  begin  to  analyze  PRO  quality  review  from  a  statistical 
point  of  view.  The  following  table  summarizes  the  number  of  confirmed  quality  problems 
the  PROs  identified  in  the  following  generic  quality  screen  categories  for  the  second  PRO 
contract  cycle: 
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Summary  of  Generic  Screen  Results* 


Confirmed  Problem 


Screen  1 
Screen  2 
Screen  3 
Screen  4 
Screen  5 
Screen  6 


Adequacy  of  Discharge  Planning 
Medical  Stability  of  Patient  at  Discharge 
Deaths 

Nosocomial  infections 
Unscheduled  return  to  surgery 
Trauma  Suffered  in  Hospital 
Unduplicated  Total 
Total  Cases  Reviewed 


6,838,624 


150,351 
102,341 
8,197 
215,103 
5,163 
82.097 
461,455 


•Source:  Health  Care  Financing  Administration,  1990 


It  should  be  noted  that  the  unduplicated  total  is  defined  by  the  number  of  total  cases  with 
one  or  more  confirmed  quality  problems.  In  summary,  the  PROs  identified  confirmed 
quality  problems  in  6.75%  of  the  cases  under  PRO  review.  These  confirmed  problems 
provided  the  basis  for  PROs  to  institute  70,321  quaUlty  interventions  (Source  --  HCFA). 
These  quality  interventions  could  take  the  form  of  PRO  correspondence  to  the 
practitioner/provider,  intensified  review,  direct  supervision,  remedial  education  and  other 
peer  review  strategies  to  correct  identified  problems. 

Although  the  great  majority  of  confirmed  quality  problems  were  resolved  through  this  t>pe 
of  peer  interaction  with  the  provider  or  practitioner  in  question,  there  have  been  instances, 
given  the  severity  of  the  quaUty  problem  identified  or  the  persistence  of  the  problem,  in 
which  PROs  have  employed  their  sanction  authority.  Over  the  first  two  contract  c>'cles. 
PROs  issued  over  1,000  sanction  notices  to  providers  and  pracationers.  Of  these  sanction 
notices,  the  vast  majority  were  resolved  through  the  imposition  of  corrective  action  plans. 
197  PRO  sanctions  recommendation  were  formally  submitted  to  the  Office  of  the  Inspector 
General  (150  gross  and  flagrant,  46  substantial,  and  1  lack  of  documentation).  A  total  of  110 
sanctions  have  been  imposed  by  the  OIG  based  on  PRO  recommendations.  83  of  the 
sanctions  were  in  the  form  of  exclusions  from  Medicare  participation  (82  physicians;  1 
hospital)  and  27  of  the  sanctions  were  in  the  form  of  monetary  penalties  (25  physicians;  2 
hospitals).  Of  PRO  recommended  sanctions  rejected  by  the  OIG:  40%  did  not  meet  legal 
requirements;  40%  could  not  satisfactorily  demonstrate  that  providers/practitioners  were 
unwilling  or  unable  to  meet  their  Medicare  obligations;  20%  lacked  adequate  medical 
evidence.  (Source  --  HCFA  and  OIG). 

Admission,  DRG  Validation,  Outlier  Re>iew  -  Important  components  of  PRO  review,  given 
the  incentives  of  the  PPS  system,  are  admission  review,  DRG  vahdation  and  outlier  review. 
These  categories  of  PRO  review  were  mandated  by  law  in  the  authorizing  legislation  that 
established  Medicare  PPS  in  1983.  The  following  table  summarizes  the  direct  financial 
impact  of  PRO  review  in  these  areas  during  the  first  two  contract  cycles.  This  information 
was  supplied  to  AMPRA  by  the  Health  Care  Financing  Administration  in  recent  months. 
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PRO  Cost/Benefit  Analysis  for  Admission  Review. 
DRG  Validation.  Outlier  Review* 

FIRST  CONTRACT: 


PRO  Denials  206,829 

Less:  Denials  Paid  Under  Waiver  (86.827;) 

Total  PRO  Denials  120,002 

Less:  ^Denials  Reversed  or  Modified  (41.400') 

Net  Denials  72,602 

Multiply  by:  Average  Reimbursement  Amount  $3.351 

Net  Savings  from  PRO  Denials  $263,395,302 

Add:  DRG  Validation  Savings  $27,445,984 

Cost  Outlier  Savings  $51,919,362 

Day  Outlier  Savings  $51.805.558 

Total  Net  Savings  $394.566.206 


SECOND  CONTRACT  CYCLE: 

PRO  Denials  193,460 

Less:  Denials  Reversed  or  Modified  (24.984') 

Net  Denials  168,476 

Multiply  by:  Average  Reimbursement  Amount  $4.465 

Net  Savings  from  PRO  Denials  $752,245,340 

Add:      DRG  Validation  Savings  $27,176,382 

Cost  Outlier  Savings  $  18,730,068 

Day  Outlier  Savings  $18.359.175 

Total  Net  Savings  $816,5 10,965 
SUMMARY 

PRO  Program  Funding  Net  Savings 

Contract  1  $322,400,000  $394,566,206 

Contract  2  $351.300.000  $816.510.965 

Total  $673,700,000  $1,211,077,171 


COST/BENEFIT  RATIO  -- 1/1.8 


♦Source  -  Health  Care  Financing  Administration,  1990 


Mr.  Chairman,  I  would  like  to  note  that  the  overall  PRO  cost/benefit  ratio  would  have  been 
greater  if  HCFA's  waiver  of  Uability  poUcy  had  not  appUed  in  the  first  contract  cycle. 
Fortunately,  the  "favorable  presumption"  pohcy  was  rescinded  through  regulatory  edict.  The 
new  pohcy  permitted  PROs  to  translate  denials  into  actual  reductions  in  payments  to 
hospitals.  Secondly,  significant  PRO  resources,  particularly  in  the  second  scope  of  work,  are 
expended  to  conduct  quahty  reviews.  AMPRA  estimates  that  approximately  half  of  PRO 
resources  support  quaUty  review  activity.  It  should  be  understood,  however,  that  PRO 
quahty  review  has  no  potential  for  durectly  saving  Medicare  program  dollars.  PROs  at 
present  do  not  have  the  authority  to  deny  payment  on  the  basis  of  quahty.  If  we  could 
segregate  out  PRO  pro-am  fundmg  needed  to  support  admission  review,  DRG  vaHdation, 
and  outher  review  activities  as  the  cost  unit  for  comparison,  the  PRO  program  cost/benefit 
ratio  would  increase  considerably. 

Sentinel  Impact  -  Mr.  Chairman,  as  much  as  we  are  heartened  by  the  favorable  statistical 
analysis  we  have  provided  you  today  regarding  PRO  impact,  AMPRA  firmly  beUeves  that  an 
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important  measure  of  PRO  influence  on  the  Medicare  medical  care  delivery  system  is  not 
quantifiable.  In  fact,  statistical  data  regarding  admission  denials,  DRG  changes,  confirmed 
quality  problems,  and  sanctions  has  fueled  the  perception  by  practitioners  and  providers  that 
PROs  must  meet  HCFA  quotas  for  denials  and  sanctions  and  that  PRO  performance  can 
and  should  be  measured  by  this  type  of  quantifiable  information.  Mr.  Chairman,  the  goal  of 
PRO  review  is  not  to  take  adverse,  pumtive  action  against  practitioners  and  providers.  To 
the  contrary,  AMPRA  believes  that  our  goal  is  to  foster  institutional  self-monitoring, 
prevent  problems  from  occuring  and  promote  positive  practitioner  behavior.  We 
accompUsh  this  aim  by  the  full  range  of  PRO  activities  includmg,  PRO  correspondence  to 
providers,  outreach  efforts,  information  feedback,  peer  discussions,  intensified  review, 
dissemination  of  criteria,  and  corrective  action  plans.  The  important  point  about  even  the 
adverse  actions  that  PROs  do  take,  is  not  so  much  the  PRO  impact  on  individual  episodes  of 
care,  but  the  ripple  effect  in  preventing  similar  problems  from  occuring  in  the  future. 

For  this  reason,  AMPRA  believes  that  the  primary  impact  of  the  PRO  program  to  date  has 
been  to  motivate  and  provide  incentives  for  hospitals  and  other  providers  under  review  to 
invest  in  developing  their  own  internal  systems  of  quality  assurance  and  utilization 
management.  The  PRO  community  has  observed  a  pronounced  increase  in  such 
institutional  activity  since  the  introduction  of  PRO  review.  While  certainly  there  have  been 
other  factors  encouraging  hospitals  to  strengthen  their  internal  review  systems,  AMPRA  is 
of  the  strong  opinion  that  the  mere  presence  of  PRO  oversight  has  been  a  determining 
factor  in  a  hospital's  decision  to  improve  their  internal  operations. 

The  presence  of  the  "sentinel"  impact  of  PRO  review  was  affirmed  in  a  report  by  Project 
Hope  in  1987  conducted  for  the  Prospective  Payment  Review  Commission.*  Current  HCFA 
Administrator,  Gail  Wilensky,  Ph.D.,  was  Vice  President  for  Health  Affairs  at  Project  Hope 
at  the  time  the  report  was  issued.  A  major  finding  of  the  report,  based  on  in-depth 
interviews  with  hospital  and  hospital  association  representatives  in  10  states,  was  the 
following: 

Many  hospitals  have  begun  their  own  preadmission  review  programs,  with 
larger,  urban,  teaching  hospitals  more  likely  to  be  active  in  this  area.  In  the 
case  of  Medicare  admissions,  well  over  half  of  the  hospitals  interviewed  are 
performing  preadmission  review  beyond  that  required  by  their  PRO.  Most  of 
these  are  reviewing  100  percent  of  elective  Medicare  admissions.  Hospitals 
also  have  preadmission  review  requirements  for  privately  insured  and  managed 
care  plan  patients. 

The  main  reason  motivating  hospitals  to  conduct  their  own  preadmission 
review  of  Medicare  admissions  is  their  desire  to  reduce  the  number  of 
retrospective  admission  denials  issued  by  their  PRO.  The  reconsideration  and 
appeals  process  is  expensive  for  the  hospital  to  undertake  and  a  high  denial 
rate  may  cause  the  hospital  to  be  placed  on  intensified  PRO  review. 


The  findings  of  the  Project  Hope  report  is  consistent  with  the  observations  of  PROs 
throughout  the  country  who  are  working  with  hospitals  in  their  state  on  a  daily  basis.  We, 
therefore,  firmly  believe  that  the  impact  of  PRO  is  as  much  related  to  encouraging 
providers,  on  their  own,  to  prevent  inappropriate  and  poor  quahty  care  as  it  is  identifying 
and  correcting  problems. 

Seen  from  this  perspective,  the  sentinel  impact  of  PRO  review  helps  to  explain  why  rates  of 
Medicare  admissions  have  steadily  decreased  since  the  advent  of  Medicare  PPS.  This  has 
been  the  case  even  though  most  experts  predicted  that  the  economic  incentives  of  the 

PPS  system  would  increase  admissions.**  Similarly,  the  sentinel  impact  of  PRO  review  and 
the  fact  that  hospitals  throughout  the  nation  are  investing  in  systems  and  strategies  to  assure 
quality  of  care  might  help  explain  why  many  believe  the  quality  of  inpatient  care  has 
improved  since  the  advent  of  PPS.  Parenthetically,  Mr.  Chairman,  one  of  the  future 
challenges  for  the  PRO  program  will  be  how  to  begin  to  reward  institutions  that 
demonstrate  they  are  assuring  good  quahty  and  appropriate  utilization  with  reduced  levels 
of  PRO  regulatory  oversight. 


A  Study  of  the  Preadmission  Review  Process.  Volume  I,  Final  Report,  Project  Hope, 
prepared  for  the  Prospective  Payment  Assessment  Commission,  November,  1987. 

Wennberg,  J.E.  &  others,  "Will  Payment  Based  on  Diagnosis  Related  Groups  Control 
Hospital  Costs,"  New  England  Journal  of  Medicine.  Volume  311,  No.  5. 
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PRO  Prior  Authorization  Review 

We  would  now  like  to  turn  our  attention  to  the  issue  of  PRO  prior  authorization  review, 
which  is  a  topic  of  specific  interest  to  this  Subcommittee.  As  you  are  aware,  Mr.  Chairman, 
the  third  scope  of  work  requires  each  PRO  to  review  10  high  volume/high  cost/high 
variation  Medicare  procedures.  PROs  are  mandated  to  review  cataract  surgery  and  carotid 
endarterectomy  while  the  remaining  8  procedures  are  selected  by  the  PRO  from  a  list  of  11 
procedures  compiled  by  HCFA. 

Unfortunately,  Mr.  Chairman,  it  is  too  early  in  the  third  scope  of  work  to  draw  any 
conclusions  about  the  impact  of  PRO  prior  authorization  review.  While  we  can  inform  you 
that  denial  rates  are  low  across  all  PROs,  AMPRA  does  not  believe  that  denial  rates  are  an 
accurate  measure  of  PRO  impact.  It  should  be  understood  by  the  Subcommittee  that  during 
the  course  of  PRO  review,  it  is  common  practice  to  disseminate,  prior  to  the  implementation 
of  a  new  review  program,  the  medical  review  criteria  to  be  employed  in  the  review  process. 
AMPRA  believes  that  dissemination  is  an  effective  educational  tool  that  forces  physicians  to 
assess  more  carefully  medical  necessity  prior  to  the  clinical  decision  to  treat.  It  is  not 
unexpected,  therefore,  that  denial  rates  in  PRO  prior  authorization  programs  are  low,  when 
physicians  are  in  full  knowledge  of  the  criteria  being  applied  by  PROs. 

AMPRA  believes  that  the  success  of  prior  authorization  review  should  be  measured  by  the 
impact  on  procedure  use  rates.  We  strongly  recommend  that  HCFA  carefully  analyze  and 

compare  surgical  procedure  use  rates  for  similar  time  periods  before  and  after  the 
introduction  of  a  prior  authorization  program.  AMPRA  stands  ready  to  assist  HCFA  in  the 
collection  and  analysis  of  this  data.  We  urge  that  this  project  become  a  top  HCFA  priority. 
Without  such  information  we  cannot,  at  this  time,  comment  on  the  effectiveness  of  our 
efforts. 

AMPRA  does  beUeve  that  one  factor  that  would  contribute  to  increasing  the  overall 
effectiveness  of  prior  authorization  programs  is  the  development  of  more  sophisticated 
procedure  specific  review  criteria.  In  this  regard,  AMPRA  and  the  PRO  community  looks 
with  great  anticipation  to  the  work  of  the  Office  of  the  Forum  for  Quality  and  Effectiveness 
in  Health  Care  (the  Forum)  within  the  new  Public  Health  Agency  for  Health  Care  Policy 
and  Research.  The  Forum,  as  you  are  aware,  Mr.  Chairman,  was  established  to  develop 
practice  guidelines  and  medical  review  criteria  based  on  the  best  scientific  evidence  of 
medical  effectiveness  and  the  consensus  opinions  of  national  experts  in  each  relevant  field. 
AMPRA  predicts  that  once  these  review  criteria  are  established  at  the  national  level, 
through  a  rigorous  development  process  that  cannot  be  duplicated  by  PROs  at  the  local 
level,  PROs  will  be  anxious  to  employ  the  criteria  in  their  own  states.  AMPRA  and  its  PRO 
membership  stands  ready  to  assist  the  Forum  as  this  important  activity  gets  underway. 

Mr.  Chairman,  as  evidence  of  the  value  of  good,  sound  medical  criteria,  I  am  pleased  to 
report  on  PRO  experience  with  the  review  of  cardiac  pacemakers.  In  1984,  expert 
cardiologists,  under  the  leadership  of  the  American  College  of  Cardiology,  developed 
scientifically  sound,  clinically  relevant  indicators  for  the  appropriate  use  of  pacemakers. 
These  indicators  were  incorporated  into  HCFA's  official  payment  guidelines  and  applied  by 
PROs  in  their  mandated  review  of  pacemakers.  As  a  result  of  PRO  review,  utilization  rates 
for  pacemakers  among  Medicare  patients  declined  from  2,44  per  1,000  Medicare 
beneficiaries  in  1983  to  1.78  per  1,000  Medicare  beneficiary  in  1988,  a  25%  reduction  in 
utilization  rates.  (Source  -  HCFA). 

Cataract  Surgery  ~  Mr.  Chairman,  allow  me  to  briefly  comment  on  PRO  prior  authorization 
review  of  cataract  surgery,  introduced  during  the  Third  Scope  of  Work.  Some  concerns  have 
been  raised  by  your  Subcommittee,  Mr.  Chairman,  regarding  the  volume  of  cataract  surgery 
performed  in  the  Medicare  program. 

Once  again,  it  is  premature  to  comment  on  the  impact  of  cataract  surgery  review  by  PROs 
because  use  rates  before  and  after  introduction  of  PRO  review  have  not  been  analyzed  by 
HCFA-  As  before,  we  can  tell  you  that  PRO  denial  rates  are  low  due  to  the  wide 
distribution  of  PRO  cataract  surgery  review  criteria  to  ophthalmologists  in  every  state. 
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In  the  area  of  cataract  surgery,  AMPRA  is  particularly  concerned  about  the  potential  for 
physicians  to  falsify  the  information  provided  to  the  PRO  for  preauthorization,  as  the  nature 
of  the  condition  prohibits  retrospective  validation  (as  is  possible  with  other  conditions, 
where  there  is  the  documented  presence  of  a  pathology).  The  medical  necessity  for  cataract 
surgery  is,  in  part,  subjective  and  governed  by  patient  life  style  and  needs.  (For  example,  a 
patient  who  needs  sufficient  visual  acuity  to  drive  a  care  vs.  a  patient  who  does  not). 
However,  there  are  also  specific  medical  indications  and  contraindications  for  the 
procedure,  based  upon  a  thorough  examination  of  the  patient.  The  exam  of  the  patient 
would  include  a  determination  of  the  presence  of  a  cataract  causing  impaired  vision  which 
interferes  substantially  with  the  patient's  hfe  style,  and  an  expectation  that  the  outcome  of 
surgery  would  lead  to  a  definite  improvement  in  vision.  Contraindications  would  include 
presence  of  complications,  such  as  macular  degeneration  and  other  debilitating  conditions. 
As  the  presence  of  these  compUcations  can  only  be  determined  and  verified  by  actual 
physical  examination  of  the  patient,  AMPRA  recommends  a  random  second  opinion 
program  to  address  the  potential  for  contraindicated  procedures.  The  second  opinion  would 
include  an  independent  complete  reexamination  of  the  patient  to  verify  the  medical 
necessity  of  the  procedure  and  the  information  provided  to  the  PRO  for  surgery  approval. 
AMPRA  believes  such  an  approach  would  create  a  strong  deterrent  to  the  potential  for 
falsification  of  patient  records. 

Another  approach  to  cataract  surgery  review  that  AMPRA  recommends  exploring  is 
including,  as  part  of  the  PRO  prior  authorization  criteria,  a  waiting  period  for  cataract 
surgery.  Medical  Review  of  North  Carolina,  the  PRO  in  the  state,  has  pioneered  using  this 
approach  as  a  means  to  address  concerns  related  to  cataract  surgery  "mills".  Suspicions 
abound  that  these  operations  entice  the  elderly  to  have  cataract  surgery  on  a  fast  track 
basis.  To  counteract  these  marketing  campaigns.  Medical  Review  of  North  Carolina  has 
imposed  a  seven  day  waiting  period  from  the  date  of  receiving  prior  authorization  approval 
from  the  PRO.  This  waiting  period  permits  the  patient  to  receive  a  second  opinion  if 
desired,  talk  about  the  surgery  with  friends  and  family,  explore  alternatives  and  more 
carefully  analyze  whether  the  surgery  fits  the  patient's  preference.  While  too  early  to 
evaluate  the  impact  of  this  approach  on  surgery  use  rates,  AMPRA  believes  it  is  an 
innovative  strategy  to  address  the  problem  of  high  volume  providers  who  induce  patient 
demand. 

Finally,  in  the  area  of  cataract  surgery  review,  AMPRA  recommends  that  aU  procedures 
must  receive  prior  authorization  approval.  At  present,  there  is  some  volume  of  cataract 
surgery  that  escapes  PRO  review  by  virtue  of  the  fact  that  it  is  performed  in  a  physicians 
office  and  not  in  a  Medicare  certified  ambulatory  surgery  center,  hospital  based  ambulatory 
center,  or  acute  care  faciUty.  This  loophole  in  PRO  prior  authorization  review  should  be 
corrected  immediately. 

PRO  Program  Deficiencies  and  Recommended  Improvements 

Mr.  Chairman,  in  this  last  section  of  AMPRA's  testimony,  we  would  like  to  briefly  describe 
some  of  the  present  deficiencies  in  the  PRO  program.  AMPRA  believes  that  a  number  of 
policy  changes  are  needed  to  improve  the  effectiveness  and  efficiency  of  the  PRO  program, 
and  we  have  developed  specific  suggestions  for  addressing  these  matters. 

Unwillingness  or  Lack  of  Ability  Standard  -  Current  law  requires  the  Secretary  to 
determine,  prior  to  excluding  or  imposing  a  monetary  penalty,  whether  the  provider  or 
practitioner  in  question  is  unwilling  or  unable  to  comply  with  Medicare  obligations.  This 
standard  has  proven  difficult  to  meet  and  has  been  the  chief  cause  of  Administrative  Law 
Judge  (AU)  reversals  of  government  sanctions  and  Inspector  General  rejections  of  PRO 
sancdon  recommendations.  Because  of  widely  varying  interpretations  of  the  unwilling  and 
unable  standard,  physicians  who  have  been  found  unwilling  or  unable  through  an  exhaustive 
peer  review  process  are  found  "able"  at  the  ALJ  level  because  they  possess  a  medical  degree 
or  "willing"  because  they  chose  to  comply  at  the  last  minute  despite  earlier  disregard  of  PRO 
corrective  action  plans. 

For  these  reasons,  AMPRA  recormnends  the  deletion  of  the  "unwillingness  or  lack  of  ability" 
language  from  the  PRO  statute.  This  position  is  supported  by  the  American  Association  of 
Retired  Persons  and  the  Administrative  Conference  of  the  United  States.  An  acceptable 
alternative  to  outright  deletion  would  be  an  amendment  directly  tying  the  "unwilling  or 
unable"  standard  to  a  a  provider/practioner's  unwillingness  or  lack  of  ability  to  implement 
and  successfully  complete  a  PRO  directed  plan  of  corrective  action  before  the  PRO's 
sancfion  recommendation  is  forwarded  to  the  Inspector  General. 
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Pre-Exclusion  Hearing  Process  -  The  courts  have  consistently  upheld  the  view  that  there  is 
adequate  due  process  protection  for  providers/practitioners  in  the  PRO  program. 
Nonetheless,  the  Omnibus  Budget  Reconciliation  Act  of  1987  included  a  provision  allowing 
for  pre-exclusion  hearings  for  providers/practitioners  in  counties  of  less  than  70,000  to 
determine  whether  the  provider  or  practitioner  in  question  poses  a  serious  risk. 

We  continue  to  believe  that  such  pre-exclusion  hearings  are  unnecessary  and  that 
pre-exclusion  hearings  for  some  and  not  for  others  is  discnminatory.  AMPRA,  therefore 
recommends  deletion  of  the  pre-exclusion  hearing  process  from  the  PRO  statute.  A  less 
preferable  but  acceptable  alternative  would  be  to  enable  providers/practitioners  to  continue 
participating  in  the  Medicare  program  pending  the  outcome  of  an  administrative  appeal  that 
must  be  concluded  within  one  hundred  and  twenty  days  of  the  effective  date  of  the 
exclusion.  A  summary  suspension  process  to  address  the  egregious  cases  would  need  to 
accompany  such  a  proposed  revision  to  the  statute. 

Civil  Monetary  Penalties  -  Present  law  allows  PROs  to  recommend  fines  or  exclusion  from 
Medicare  of  providers/practitioners  for  failure  to  comply  with  their  Medicare  obligations. 
Under  the  statute,  such  civil  monetary  penalties  should  not  be  "an  amount  in  excess  of  the 
actual  or  estimated  cost  of  the  medically  improper  or  unnecessary  services  so  provided." 

We.  believe  that  such  a  limit  on  monetary  penalties  severely  wecikens  the  effectiveness  of  this 
mechanism  for  affecting  future  physician  behavior,  since  the  cost  of  the  service  ~  which 
resulted  in  an  adverse  patient  outcome  ~  may  be  relatively  insignificant.  AMPRA 
therefore,  recommends  that  PROs  be  given  the  flexibility  to  recommend  higher  penalties 
than  the  cost  of  the  service  in  question  and  the  Inspector  General  empowered  to  impose 
fines  of  up  to  $10.000.  This  position  is  supported  by  the  Administrative  Conference  of  the 
United  States.  We  strongly  believe  that  such  higher  thresholds  are  essential  to  get  the 
attention  of  providers/practitioners  and  to  provide  a  meaningful  alternative  to  exclusion 
from  the  Medicare  program. 

Confldentiality  and  Immunity  Protections  -  Current  law  prohibits  PROs  from  releasing  "any 
data  or  information  acquire(]l...in  the  exercise  of  its  duties  and  functions,"  with  exceptions 
specifically  provided  in  the  case  of  release  to  Federal,  State  or  private  entities  in  connection 
with  fraud  and  abuse  investigations,  licensure,  disciplinary  action  or  accreditation,  as  may  be 
authorized  by  the  Secretary  of  Health  and  Human  Services.  Questions  have  been  raised 
about  the  discoverability  of  PRO  deliberations  leading  up  to  a  sanction  recommendation  by 
the  plaintiff  in  a  suit  challenging  such  a  sanction,  or  those  relating  to  a  PRO  quality  denial 
decision.  Although  the  general  prohibition  against  information  disclosure  cited  above  would 
appear  to  cover  these  situations,  the  statute  does  not  specifically  address  PRO  deliberations. 

AMPRA  believes  that  the  PRO  law  should  be  amended  to  provide  explicit  protection 
against  the  disclosure  of  the  proceeding  related  to  sanction  or  quality  denial  determinations 
in  any  administrative  proceeding  or  civil  action  under  Federal  or  State  law.  This  would 
assure  physician  reviewers  that  their  frank  and  open  evaluations  of  the  care  provided  to 
beneficiaries  will  not  be  disclosed  during  subsequent  legal  proceedings.  Since  we  believe 
that  the  peer  review  process  depends  upon  the  unfettered  express  of  professional 
judgements,  exposure  of  these  discussions  would  likely  have  a  substantial  chilling  effect  on 
physician  participation  in  the  peer  review  process.  Unfortunately,  lingering  uncertainty 
about  the  discoverability  of  PRO  deliberations  will  no  doubt  have  a  negative  impact  upon 
PRO  activities. 

The  existing  statutory  provisions  limiting  the  liability  of  persons  participating  in  the  PRO 
program  cover  employees,  consultants  and  volunteers  to  the  PRO  so  long  as  as  such  persons 
exercise  due  care  m  discharging  their  functions.  Although  the  language  of  the  law  implies 
that  PROs  as  organizations  also  enjoy  such  immunity  from  liability,  this  is  not  stated 
explicitly. 

AMPRA  recommends  that  PRO  immunity  provisions  be  revised  to  cover  the  corporate 
organization  explicitly  and  amended  to  limit  criminal  and  civil  immunity  to  PROs  and  their 
members  acting  in  good  faith.  Such  a  standard  would  implicitly  recognize  that  errors 
sometimes  do  occur,  but  that  statutory  immunity  should  apply  if  they  occur  without  malice 
or  intent.  Under  current  law,  such  a  standard  already  applies  to  outside  individuals 
providing  information  to  PROs.  In  addition,  under  the  Health  Care  Quality  Improvement 
Act  of  1986,  such  a  standard  also  governs  providers  participating  in  peer  review. 
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Enhanced  Medical  Review  of  Medicare  Physician  Services  -  AMPRA  has  long  held  the  view 
that  a  comprehensive  Medicare  quality  and  utilization  review  program  should  cover  all  care 
settings.  We,  therefore,  believe  that  it  is  important  to  develop  a  plan  for  integrating  the 
review  of  faciUty  and  practitioner  services.  At  this  time.  Medicare  carriers  have  the  primary 
responsibility  for  reviewing  the  medical  necessity  and  appropriateness  of  physician  services. 
Since  the  volume  of  Part  B  claims  is  large  ~  in  excess  of  300  million  annually  ~  claims 
processing  edits  are  the  principal  device  for  selecting  cases  for  review. 

AMPRA  believes  that  PROs  should  be  actively  involved  in  the  review  of  that  subset  of  cases 
failing  carrier  edits  that  requires  assessment  and  judgement  by  a  practicing  physician  -- 
where  existing  coverage  or  medical  necessity  criteria  need  to  be  interpreted  by  a  medical 
professional.  PROs  rely  on  the  independent  judgements  of  locally  practicing  physicians  and 
we  believe  that  this  approach  to  medical  review  holds  the  most  promise  for  changing 
physician  behavior  through  a  delicate  balance  of  education  and  enforcement.  As  a  first  step, 
we  propose  that  HCFA  be  directed  to  develop,  in  consultation  with  the  Congress,  the 
medical  community,  carriers,  PROs  and  consumers,  a  plan  for  enhanced  utilization  and 
quality  review  of  physician  services,  for  implementation  no  later  than  January  1,  1992.  The 
start  date  of  enhanced  PRO  review  would  coincide  with  the  implementation  date  for  the 
new  RBRVS  physician  payment  system.  At  a  minimum,  such  a  plan  should  include 
coordination  of  review  responsibilities  between  PROs  and  Medicare  carriers,  procedures  for 
the  collection  and  exchange  of  data,  a  collaborative  effort  for  the  development  of  utilization 
and  quality  review  claim  edits  and  medical  review  criteria,  and  a  strate^  for  implementing, 
on  a  targetted  basis,  review  of  physician  services  by  PROs. 

Data  Collection  for  HMO/CMP  Review  -  PRO  review  of  care  provided  to  the  roughly  one 
million  Medicare  beneficiaries  enrolled  in  health  maintenance  organizations  (HMOs)  and 
competitive  medical  plans  (CMPs)  has  been  hampered  by  the  lack  of  data  on  inpatient 
admissions  and  difficulties  in  securing  ambulatory  records  on  a  timely  basis.  These 
information  gaps  have  severely  limited  the  effectiveness  of  PRO  review  and  have  forced 
HCFA  to  mandate  a  relatively  unproductive  random  sample  of  cases  for  PRO  review. 

AMPRA  believes  that  the  statute  should  be  amended  to  require  all  Medicare  participating 
HMOs  and  CMPs  assure  the  submission  of  appropriate  patient  discharge  information  to 
enable  PROs  to  comply  with  their  review  obligations.  In  its  report  accompanying  the 
Omnibus  Budget  Reconciliation  Act  of  1989,  this  Committee  exphcitly  urged  the  Secretary 
of  Health  and  Human  Services  "to  adopt  a  policy  requiring  HMOs  to  assure  the  submission 
of  such  discharge  information  as  a  condition  of  contracting  with  Medicare."  In  addition,  we 
recommend  that  all  HMOs  and  CMPs  be  required  to  provide  the  outpatient  information 
that  is  essential  to  PRO  review  of  ambulatory  care  provided  in  the  HMO/CMP  setting. 

PRO-State  Medical  Board  Relations  -  Efforts  are  ongoing  to  improve  operational 
relationships  between  PROs  and  State  medical  boards.  Unfortunately,  there  are  lingering 
uncertainties  about  the  Federal  and  State  statutory  and  regulatory  framework  relatmg  to 
information  sharing  and  redisclosure  of  confidential  information.  AMPRA  believes  that 
information  exchange  between  PROs  and  State  medical  boards  --  in  both  directions  --  can 
improve  the  effectiveness  of  both  types  of  entities.  As  a  result,  we  believe  that  necessary 
statutory  and/or  regulatory  changes  should  be  adopted  in  order  to  specify  in  a  clear  and 
unequivocal  way  the  roles  and  responsibilities  of  PROs  with  respect  to  the  exchange  of 
information  with  State  medical  boards.  Appropriate  statutory  and /or  regulatory  protection 
against  redisclosure  of  the  information  exchanged  should  also  be  addressed. 

Summary 

Mr.  Chairman,  once  again,  AMPRA  appreciates  the  opportunity  to  explore  with  the 
Subcommittee  the  strengths,  weaknesses,  results  and  potential  for  improvements  in  the  PRO 
program.  We  are  anxious  to  work  with  the  Subcommittee  in  the  development  of  policies 
that  support  and  enhance  the  PRO  program's  ability  to  uncover  Medicaid  waste  and  abuse 
and  to  assure  the  quality  of  care. 
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Chairman  Stark.  Thank  you. 

Mr.  Horton,  you  described  an  effective  effort  to  identify  and 
evaluate  in  South  Carolina  and  you  have  had  to  cut  back  some  of 
these  activities  because  of  reduced  funding, 

Have  you  asked  the  administration  for  additional  funds? 

Mr.  Horton.  Mr.  Chairman,  each  year  every  Medicare  interme- 
diary and  carrier  submits  a  budget  request  to  the  Health  Care  Fi- 
nancing Administration  outlining  the  needs  that  we  have  to  admin- 
ister the  program  in  the  way  we  believe  would  be  best. 

We  did  request  additional  payment  safeguard  funding  in  our 
fiscal  year  1990  budget  request. 

Chairman  Stark.  Are  boat  pools  legal  in  South  Carolina? 

Mr.  Horton.  They  are  not  legal,  but  there  are  many  of  them. 

Chairman  Stark.  So  there  are  betting  folks  down  there? 

Mr.  Horton.  We  bet  once  in  a  while. 

Chairman  Stark.  You  are  telling  me  you  are  going  to  save  us 
$10  for  every  dollar  we  invest  in  these  review  operations? 

Mr.  Horton.  We  have  been  saving  at  that  rate. 

Chairman  Stark.  What  if  we  set  up  a  little  bounty?  We  don't 
have  to  go  to  Mr.  Natcher's  Appropriations  Committee.  We  will  say 
why  don't  we  share  with  you  your  savings?  Is  there  any  problem 
you  would  have  with  that? 

Do  you  have  enough  reserves  to  speculate  a  little  bit? 

Mr.  Horton.  I  would  be  a  little  bit  uncomfortable  with  that.  I 
think  it  would  create  some  incentives  that  might  perhaps  be  a 
little  bit  perverse. 

Chairman  Stark.  Didn't  you  testify  that  you  think  some  of  the 
hospitals  have  some  incentives  that  are  a  little  bit  perverse? 

Mr.  Horton.  I  think  they  do,  yes,  sir. 

Chairman  Stark.  What  is  sauce  for  the  goose  is  sauce  for  the 
gander? 

Mr.  Horton.  I  think  the  mechanism  that  the  Health  Care  Fi- 
nancing Administration  uses  today,  which  is  to  establish  targets  for 
the  intermediaries  and  carriers  has  worked  very  well.  They  review 
the  quality  of  our  operation  in  great  detail. 

If  you  established  a  bounty  system  of  some  sort,  the  incentive 
would  be  to  receive  bad  claims  into  the  operation,  so  there  would 
be  more  savings,  more  room  to  generate  savings.  While  today  we 
try  to  educate  the  provider  community  to  send  cleaner  claims, 
claims  that  do  not  generate  denials  for  unnecessary  and  inappro- 
priate care. 

If  you  were  paying  us  a  percentage  of  the  take,  so  to  speak,  that 
incentive  could  change. 

Chairman  Stark.  All  right.  Then  what  if  we  just  made  it  a  flat 
rate?  You  are  doing,  it  sounds  to  me,  a  pretty  good  job. 

You  are  processing  these  claims  at  slightly  under  $3  a  claim;  is 
that  right? 

Mr.  Horton.  That  is  correct;  yes,  sir. 

Chairman  Stark.  That  is  the  good  claims  and  the  bad  claims? 
Mr.  Horton.  That  is  an  average. 

Chairman  Stark.  Suppose  we  gave  you  an  extra  dollar?  Is  that 
going  to  create  that  much  for  an  incentive? 

There  is  extra  work  in  reviewing.  Let's  just  say  that  we  will  give 
you  a  dollar.  You  provide  staff  with  that  as  best  you  can. 
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Mr.  HoRTON.  I  think  it  is  an  interesting  concept  and  perhaps 
could  be  studied  further. 

Chairman  Stark.  Would  you  say  it  is  better  than  not  doing  the 
review  at  all? 

Try  to  put  yourself  in  my  shoes.  I  am  trying  to  save  money.  I 
look  at  the  $3  ¥2. 

If  Mr.  Pickle  wasn't  here,  that  would  come  right  out  of  rural  hos- 
pitals next  year.  Now,  when  I  tell  him  I  have  $1V2  billion  to  invest 
in  rural  hospitals,  he  is  going  to  be  real  interested  in  helping  you 
get  that  $1V2  billion  for  us. 

Mr.  HoRTON.  Mr.  Chairman,  I  think  the  data  that  has  been 
shared  with  you  today  in  my  testimony  and  earlier  testimony  indi- 
cates that  the  funding  levels  that  the  carriers  and  intermediaries 
had  for  payment  safeguard  activities  in  fiscal  year  1989  was  ade- 
quate for  a  high  level  of  savings. 

We  propose  that  savings  should  be  maintained  at  those  levels 
and  increased  as  the  benefit  payout  increases  every  year. 

Chairman  Stark.  If  I  could  paraphrase  what  you  are  saying.  You 
are  really  not  asking  for  more  money  per  claim.  You  are  just 
saying  the  number  of  claims  has  gone  up  a  lot  faster  than  the  re- 
sources you  have  that  are  able  to  devote  the  time  and  energy  to 
auditing  those  claims  and  that  we  ought  to  at  least  keep  up  at  that 
level.  Is  that  a  fair  statement? 

Mr.  HoRTON.  Precisely. 

Chairman  Stark.  Well,  here  I  offered  you  a  lot  more  money.  You 
didn't  even  want  it.  That  is  very  nice  of  you. 

The  utilization  review  activities  you  perform,  how  does  that  com- 
pare with  what  you  do  for  your  private  Blue  Cross  business?  Do 
you  do  more  or  less  there? 

When  you  handle  it  for  a  private  company,  do  they  have  a  differ- 
ent system?  What  can  we  learn  from  private  enterprise? 

Mr.  HoRTON.  I  am  not  an  expert  on  the  private  side  medical  uti- 
lization review  activities.  They  are  more  extensive  than  those  Med- 
icare uses  in  South  Carolina. 

Chairman  Stark.  In  your  company? 

Mr.  HoRTON.  In  our  company. 

Chairman  Stark.  In  South  Carolina? 

Mr.  HoRTON.  Yes,  sir.  Blue  Cross  and  Blue  Shield  of  South  Caro- 
lina. 

Chairman  Stark.  Do  you  have  any  idea,  an  opinion,  as  to  wheth- 
er or  not  they  get  any  better  savings  than  we  do  as  a  percentage  of 
claims? 

Mr.  HoRTON.  I  would  not  know.  I  could  obtain  that  information 
for  the  subcommittee. 

Chairman  Stark.  I  beg  your  pardon? 

Mr.  HoRTON.  I  believe  I  could  obtain  that  information. 

Chairman  Stark.  It  might  be  that  you  spend  more  doing  it  there 
and  you  are  more  thorough,  but  you  don't  save  that  much  extra 
money.  That  would  be  of  some  interest  to  us. 

Not  only  is  there  a  question  here  of  just  throwing  money  at  a 
problem,  but  perhaps  what  we  are  asking  you  to  do  might  not  be  as 
efficient  as  what  private  insurers  ask  you  to  do,  and  that  would  be 
of  interest  to  the  committee. 
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If  you  would  be  willing  to  send  the  committee  a  letter  outlining 
any  differences  in  that  area,  we  would  appreciate  it  very  much. 
Mr.  HoRTON.  I  will  do  so. 

[The  following  information  was  subsequently  received:] 
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Medicare 


Medicare  Administration 


300  Arbor  Lake  Dnve,  Suite  400 
Columbia,  South  Carolina  29223 


September  20,  1990 


The  Honorable  Fortney  H.  Stark 

Chairman,  House,  Ways  and  Means  Health  Subcommittee 

The  United  States  House  of  Representatives 

1125  Longworth 

House  Office  Building 

Washington,  D.  C.  20515 


Dear  Mr.  Stark: 

I  am  writing  in  response  to  your  questions  on  June  14,  1990,  on 
Medicare  Fraud  and  Abuse.  You  asked  for  an  outline  showing  any 
differences  in  how  Medicare  performs  utilization  review  activities 
compared  to  how  the  private  side  handles  the  utilization  review 
activities.  You  thought  the  committee  would  be  interested  in 
finding  out  if  the  private  side  got  better  savings  than  Medicare 
on  a  percentage  of  claims. 

Unfortunately,  our  private  side  does  not  maintain  the  system 
necessary  to  compile  the  information  you  requested.  I  have  been 
advised  that  it  would  be  very  costly  to  extract  this  data  from  our 
files. 

If  you  feel  this  information  is  critical,  we  will  be  happy  to 
respond  accordingly. 


Sincerely, 


William  R.  Horton 
Vice  President 
Medicare  Operations 


WRH/gpm 
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Chairman  Stark.  Dr.  Busby,  you  suggested  that  much  of  the 
design  of  the  PRO  system  came  out  of  the  concern  for  the  original 
DRG  system.  I  wasn  t  here  when  that  went  in. 

So,  I  was  unaware  of  that.  You,  therefore,  review  readmissions, 
outHer  cases,  validate  the  DRG's,  that  sort  of  thing;  is  that  correct? 

Dr.  Busby.  Yes,  sir.  On  every  Medicare  case. 

Chairman  Stark.  Do  you  suspect  that  this  emphasis  on  the  PPS 
systems  might  not  be  necessary  anymore? 

Dr.  Busby.  I  think  certainly  there  could  be  changes  made  that 
could  get  more  benefit  for  our  dollar. 

Chairman  Stark.  You  suggested  maybe  you  ought  to  focus  on 
certain  activities  where  you  suspect  there  is  more  potential  for  sav- 
ings. Does  that  fall  into  that? 

Dr.  Busby.  I  think  so.  Certainly  there  is  more  potential  for  sav- 
ings when  you  look  at  cataract  surgery  than  when  you  look  at  gall- 
bladder surgery. 

Chairman  Stark.  OK.  I  have  to  tell  you  my  prejudice,  because 
you  have  the  same  problem  in  Congress  I  guess  that  you  have  in 
the  medical  profession.  It  is  very  difficult  for  colleagues  to  disci- 
pline other  colleagues. 

There  is  a  fraternity  or  sorority  among  professionals.  I  know  in 
this  body,  the  least  desirable  appointment,  besides  perhaps  serving 
on  this  subcommittee,  is  to  serve  on  the  Ethics  Committee.  Nobody 
wants  to  do  it.  They  just  don't  like  it. 

I  also  find  that  you  say  that  you  have  issued  200  sanction  recom- 
mendations in  the  first  years  of  the  PRO  program,  but  the  State 
medical  boards  have  done  almost  2,000  denials  or  sanctions  with 
less  resources.  Why? 

Dr.  Busby.  To  a  large  degree,  you  are  comparing  apples  with  or- 
anges. The  State  medical  boards  traditionally  looked  at  moral  prob- 
lems with  professionals,  problems  with  drugs  and  not  looking  at 
isolated  cases  as  much  until  the  last  year  or  two. 

We  are  looking  at  single  cases  that  we  review. 

Chairman  Stark.  Do  you  think  we  ought  to  have  recertification? 
Should  we  get  into  that  at  all? 

Is  that  a  deadend? 

Dr.  Busby.  As  a  family  practitioner,  I  have  recertified  twice  in 
the  last  12  years.  I  think  it  is  great.  We  have  to  recertify  as  family 
practitioners  every  7  years.  I  think  that  that  is  essential. 

Chairman  Stark.  I  am  not  being  very  facetious  here.  I  don't 
mean  to  make  this  sound  all  that  casual,  but  we  have  laws  that  say 
that  a  pilot  can't  take  a  drink  for  24  hours  before  he  or  she  flies  an 
airplane.  We  have  other  laws  that  require  a  variety  of  tests  for 
people  involved  in  public  safety. 

Ought  we  to  think  about  sanctions?  If  a  physician  is  convicted  of 
drunk  driving,  maybe  he  or  she  ought  not  to  practice  surgery  for  a 
while  until  some  other  board  can  certify  that  there  is  no  problem 
along  that  line.  With  the  broader  addition  to  addictive  substances 
and  substance  abuse,  is  that  something  we  should  worry  about? 

Dr.  Busby.  I  think  that  that  is  something  the  boards  have  looked 
at.  It  is  a  good  place  for  them  to  look  at.  We  have  not  found  tre- 
mendous problems  with  abuse  that  have  led  to  mismanagement. 
While  there  has  been  some,  it  has  not  been  the  overwhelming 
cause  of  the  problems. 
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Chairman  Stark.  That  doesn't  look  as  fruitful  for  us  to  explore 
as  perhaps  the  certification. 
Dr.  Busby.  Not  for  PRO's  to  explore. 

Chairman  Stark.  I  meant  for  the  Medicare  system  in  general. 
Thank  you. 

Mrs.  Johnson.  \ 

Mrs.  Johnson.  Thank  you,  Mr.  Chairman. 

No  questions  at  this  time. 

Chairman  Stark.  Mr.  Pickle. 

Mr.  Pickle.  I  haven't  been  here  for  all  the  testimony  of  this 
panel.  I  regret  that. 

I  assume  you  both  recommend  more  personnel  for  these  reviews 
and  that  gets  into  the  the  appropriations  process,  not  just  for  this 
committee,  but  for  other  committees. 

In  the  meantime,  I  would  ask  Dr.  Busby,  what  could  we  do  with 
respect  to  defining  the  problem?  I  noticed  you  said  you  have  a  rec- 
ommendation to  eliminate  this  unwilling  and  unusual  standard. 
Why  haven't  those  standards  been  more  uniformly  defined? 

Is  that  possible  to  do  now? 

Would  that  help  at  this  point? 

Dr.  Busby.  I  think  the  unwilling/ unable  definition  would  certain- 
ly help  a  great  deal  because  it  has  been  interpreted  in  various 
ways.  It  is  a  nebulous  term.  It  is  difficult  to  come  to  specific  terms 
about  it. 

Some  say  if  you  have  a  degree  in  medicine,  you  are  willing  and 
able  because  at  the  last  minute  you  will  always  say,  sure,  I  will  go 
into  a  corrective  action  program.  That  is  not  a  good  definition. 

If  you  tied  the  definition  to  it  saying  that  a  willing  and  able  phy- 
sician is  one  who  goes  through  a  corrective  action  plan  proposed  by 
the  PRO  satisfactorily  is  a  willing  and  able  physician,  that  would 
be  much  better. 

Mr.  Pickle.  Have  you  or  your  group  made  any  recommendation 
to  redefine  some  of  these  standards? 

Dr.  Busby.  Yes,  we  certainly  have.  Last  year  in  the  process  of  the 
last  few  days  of  the  budget  reconciliation,  we  had  negotiations  with 
various  groups  and  were  close  at  that  time,  I  think,  to  reaching 
some  understanding  regarding  willing  and  able. 

Mr.  Pickle.  Would  you  have  a  preference  to  either  eliminate  the 
standard  or  to  redefine  it? 

Dr.  Busby.  Personally,  if  we  define  it  clearly,  I  would  be  very 
happy  with  that. 

If  we  use  nebulous  terms,  we  should  do  away  with  it  altogether. 

Mr.  Pickle.  Thank  you,  Mr.  Chairman. 

Chairman  Stark.  Thank  you. 

I  want  to  thank  the  panel  very  much  for  their  participation.  I 
look  forward  to  the  additional  information  that  we  will  be  receiv- 
ing. 

Our  third  witness  is  not  a  panel.  Unfortunately,  Amgen,  who 
was  invited  to  testify,  declined.  I  am  sure  the  taxpayers  would  be 
interested  in  their  testimony. 

I  am  pleased  to  welcome  Mardee  Hagen,  president  of  the  Nation- 
al Renal  Administrators  Association,  who  is  accompanied  by  a 
former  staff  member  of  ours,  Gwen  Gampel. 
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I  would  like  Gary  Kramer  of  the  Health  and  Human  Services  In- 
spector General  Office  to  come  back  to  the  table  if  he  could. 

Ms.  Hagen,  welcome.  Please  proceed  to  expand  on  your  testimo- 
ny and  enlighten  us  in  any  manner  you  are  comfortable. 

STATEMENT  OF  MARDEE  W.  HAGEN,  PRESIDENT,  NATIONAL 
RENAL  ADMINISTRATORS  ASSOCIATION,  ACCOMPANIED  BY 
GWEN  GAMPEL,  LEGISLATIVE  CONSULTANT 

Ms.  Hagen.  I  am  Mardee  Hagen,  administrator  of  the  University 
of  Utah's  dialysis  program,  and  president  of  the  National  Renal 
Administrators  Association. 

The  NRAA  is  a  voluntary,  not-for-profit  association,  representing 
professional  managers  of  dialysis  facilities  and  centers  throughout 
the  United  States. 

Our  members  represent  approximately  two-thirds  of  the  dialysis 
units  in  this  country  which  provide  dialysis  services  to  a  majority 
of  Medicare  end-stage  renal  disease  patients. 

I  am  pleased  to  have  been  invited  to  testify.  I  also  would  like  to 
thank  the  subcommittee  for  providing  the  NRAA  with  an  opportu- 
nity to  share  its  views  on  Medicare  payment  for  er3rthropoietin, 
EPO,  and  to  respond  to  the  inspector  general's  draft  report  and  the 
OTA  report. 

My  testimony  will  focus  on  the  past  and  current  situation  with 
regard  to  Medicare  payments  for  EPO;  issues  which  must  be  con- 
sidered in  determining  an  appropriate  reimbursement  rate  for 
EPO,  the  need  for  more  time  to  determine  proper  dosage  levels, 
and  some  possible  recommendations  on  establishing  a  new  pay- 
ment system  in  the  future. 

Medicare  began  coverage  of  the  biologic  EPO  for  certain  end- 
stage  renal  disease  patients  in  June  1989,  as  a  result  of  the  Food 
.rrand  Drug  Administration's  approval  of  EPO  for  treatment  of 
i^mnemia  associated  with  end-stage  renal  disease. 

Medicare  coverage  of  EPO  has  turned  out  to  be  a  mixed  blessing 
for  dialysis  facilities. 

Contrary  to  the  inspector  general's  simplistic  report  on  the  prof- 
itability of  Medicare's  payments  to  dialysis  facilities,  the  picture  is 
actually  more  complex  than  anyone  had  expected.  Medicare  cur- 
rently pays  for  EPO  based  on  a  set  of  assumptions,  that,  as  will  be 
explained  in  the  next  sections  of  my  testimony,  are  neither  entirely 
accurate,  or  completely  fair. 

Last  year,  when  Medicare  established  coverage  of  EPO  for  the 
treatment  of  anemia  of  dialysis  patients,  reimbursement  to  dialysis 
facilities  was  set  at  $40  per  treatment  for  doses  of  up  to  10,000 
units,  to  increase  a  patient's  hematocrit  to  a  level  of  30  to  33  per- 
cent, but  no  higher  than  36  percent.  Another  $30  is  provided  if 
more  than  10,000  units  are  required  to  raise  the  hematocrit  to  the 
approved  level. 

Actually,  because  of  Gramm-Rudman  being  triggered  and  reduc- 
tions legislated  in  OBRA  1989,  facilities  received  2.1  percent  less 
than  $32  for  the  period  October  17,  1989  through  March  31,  1990, 
and  are  currently  receiving  1.4  percent  less,  which  began  April  1 
and  continues  through  the  end  of  the  fiscal  year. 
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The  2-percent  reduction  amounts  to  64  cents  a  treatment  which 
does  not  sound  like  much,  but  when  it  is  coupled  with  all  of  the 
additional  expenses,  that  I  will  discuss,  these  small  amounts  result 
in  a  significant  increase  in  the  cost  of  providing  EPO,  costs  which 
are  omitted  from  the  reports  of  ''profits"  by  the  IG's  office. 

The  OIG's  and  OTA's  reports  fail  to  take  Gramm-Rudman  reduc- 
tions into  account.  They  also  fail  to  consider  the  problem  of  bad 
debt  that  many  facilities  face  when  beneficiaries  do  not  pay  their 
coinsurance  amounts. 

Medicare  will  only  reimburse  a  facility  for  its  bad  debt  if  the  fa- 
cility has  lost  money  on  its  entire  operations.  Coinsurance  amounts 
to  $1,248  per  beneficiary,  per  year,  and  facilities  will  be  facing  as 
much  as  a  5-percent  loss  in  revenues. 

I  would  like  to  point  out  briefly  here  that  the  $40  payment  estab- 
lished by  HCFA  is  based  upon  an  analysis  of  Amgen's  cost  of  pro- 
ducing the  amount  of  EPO  projected  to  be  used  by  facilities  in  the 
first  year  after  FDA  approval. 

However,  the  $40  payment  is  not  made  to  Amgen,  but  to  dialysis 
facilities.  Therefore,  HCFA  should  have  taken  into  account  legiti- 
mate costs  facilities  incur  in  providing  this  drug  to  their  patients. 

The  pajonent  does  not  include  reimbursement  for  additional  staff 
time  required  to  administer  the  drug,  supplies  like  syringes  and 
needles,  additional  chart  and  administrative  paperwork  or  addi- 
tional lab  services  required  as  a  result  of  the  administration  of 
EPO  to  patients. 

For  administration  in  a  physician's  office.  Medicare  pays  for  EPO 
on  a  fee-for-service  basis  and  sets  approved  charges  based  on  rea- 
sonable, customary,  and  prevailing  charges. 

To  be  fair,  HCFA  should  be  willing  to  reimburse  facilities  for 
their  supplies,  just  as  it  has  recognized  that  physicians  will  have 
additional  supply  costs. 

HCFA's  pajnnent  policy  from  the  beginning  created  incentives  to 
under  dose  patients  because  had  facilities  dispensed  the  drug  at 
Amgen's  recommended  levels,  they  would  have  lost  money. 

If  facilities  followed  Amgen's  instructions  and  dispensed  6,500 
units  at  a  cost  of  at  least  $65,  they  would  have  lost  $25  on  each 
treatment  for  just  the  cost  of  the  drug,  to  say  nothing  about  cover- 
ing the  costs  of  dispensing  the  drug.  At  HCFA  assumed  levels  of 
5,000  units  they  would  have  lost  $10  per  treatment  on  the  cost  of 
the  drug  alone. 

Besides  figuring  out  proper  dosages,  facilities  had  and  still  have 
real  concerns  about  adverse  affects  from  administering  the  drug. 

These  potential  adverse  affects  place  additional  demands  on  fa- 
cilities, requiring  them  to  provide  increased  monitoring  of  patients 
for  hematocrits  and  blood  pressure. 

One  of  the  big  caveats,  as  pointed  out  by  OTA,  in  all  of  the  dis- 
cussions on  reimbursing  for  EPO  is  that  it  is  not  clear  how  many 
units  are  required  to  be  dispensed  for  any  given  patient.  Amgen  as- 
sumed that  units  dispensed  would  be  based  on  the  weight  of  the 
patient. 

However,  some  are  finding  that  pediatric  patients  actually  re-  I 
quire  more  units  of  EPO  to  bring  their  hematocrits  up  to  target  ! 
levels  than  units  required  for  adults. 
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Further,  the  OIG's  report  using  the  data  from  claims  showing 
averages  of  2,700  units  per  treatment  is  misleading  and  does  not 
reflect  the  evolving  nature  of  patient  treatment  and  the  dynamics 
of  the  patient  population. 

While  the  average  was  2,700  units  in  the  OIG's  report,  the  data 
also  showed  Delaware  at  an  average  of  1,850  units  while  Iowa's  fig- 
ures were  nearly  double  at  3,631  units. 

We  would  urge  the  subcommittee  not  to  jump  the  gun  on  this 
issue  if  for  no  other  reason  than  dispensing  practice  patterns  are 
clearly  still  in  a  state  of  flux  with  significant  variation  in  regional 
patterns  unaccounted  for  by  variation  in  population,  case/mix  or 
other  identifiable  factors. 

Further,  neither  the  OIG's  or  OTA's  reports  nor  anything  in  the 
current  literature  explains  these  variations. 

One  of  the  major  problems  with  the  OIG's  report  is  its  failure  to 
take  into  account  anything  more  than  the  actual  cost  of  the  drug 
to  facilities  in  determining  a  facility's  profit.  HCFA  made  no  allow- 
ance for  the  costs  involved  with  administering  the  medication,  for 
the  additional  overhead  involved  in  billing  the  medication  and  ad- 
ditional laboratory  expenses.  These  costs  must  be  included  in  the 
equation  if  an  accurate  picture  is  to  be  drawn. 

NRAA  members  have  found  that  since  the  initiation  of  EPO 
more  licensed  personnel  must  be  on  duty  to  cover  giving  the  addi- 
tional medications  that  are  needed  in  conjunction  with  EPO  such 
as  intravenous  iron  dextran  or  Imferon. 

Also,  more  time  is  required  to  draw  the  additional  lab  work.  We 
were  not  given  any  reimbursement  for  this  additional  labor  time. 

Supplies  to  administer  the  drug  like  syringes  and  needles  and 
draw  the  additional  lab  work,  as  I  mentioned  earlier,  are  not  in- 
cluded in  current  reimbursement  guidelines. 

Carrying  charges  are  another  item  all  facilities  face  which  are 
not  recognized  by  the  OIG  or  OTA  reports  and  needs  to  be  consid- 
ered. 

Also,  no  consideration  has  been  given  to  the  cost  of  capital  to  pay 
for  stocking  the  drug. 

Because  of  concern  over  the  payment  methodology  chosen  by 
HCFA,  the  NRAA  surveyed  its  members  twice,  once  last  fall  and 
again  this  past  February  and  March  on  several  issues  concerning 
EPO.  The  first  dealt  with  the  time  and  cost  associated  with  the  ad- 
ministration of  the  medication  and  billing  times.  The  second  survey 
focused  on  the  problem  of  accounts  receivable  and  the  additional 
documentation  required  to  receive  payment  for  EPO. 

The  results  of  75  responses  covering  3,418  patients  receiving  EPO 
were  included  in  the  first  survey.  In  summary,  the  additional  costs 
can  be  broken  down  into  additional  nursing  time  involvement, 
supply  costs  and  billing  costs. 

In  summary,  additional  personnel,  supplies,  billing  and  handling 
costs  required  facilities  to  have  more  staff  on  duty  and  to  spend  on 
average  about  $5.37  per  EPO  treatment  for  these  items  and  serv- 
ices. This  figure  does  not  take  into  account  additional  nursing  su- 
pervision of  non-RN  staff,  additional  unreimbursed  lab  tests,  qual- 
ity assurance  programs  or  the  cost  of  financing  charges.  Nor  does  it 
include  the  cost  of  bad  debt. 
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None  of  these  additional  costs  are  reflected  in  the  current  com- 
posite rate  payment  to  facilities  nor  did  HCFA  take  them  into  ac- 
count in  establishing  its  payment  schedule  for  facilities,  even 
though  HCFA  is  willing  to  reimburse  physicians  for  some  of  these 
costs. 

These  are  the  legitimate  costs  missing  from  the  OIG's  report  in 
calculating  the  profitability  of  this  drug  to  facilities. 

A  great  deal  of  concern  is  expressed  in  the  OTA  report  over  pay- 
ment policies  which  create  incentives  to  overutilize  or  overpre- 
scribe  EPO.  The  NRAA  believes  that  this  is  not  a  real  issue  in  de- 
termining pajnnent  policy  for  two  reasons. 

First,  any  prescription  drug  requires  therapeutic  levels.  The 
same  practice  applies  for  EPO.  If  the  drug  is  given  in  too  large  a 
dose,  there  are  serious  adverse  side  affects  which  include  seizures, 
strokes  and  death.  Given  such  medical  consequences,  neither  physi- 
cians nor  facilities  would  have  any  incentive  to  prescribe  and  ad- 
minister more  than  the  therapeutic  doses.  Even  small  amounts 
above  therapeutic  levels  can  create  real  medical  problems  for  pa- 
tients. 

Second,  Medicare  will  only  reimburse  facilities  for  claims  in 
which  the  therapeutic  level  is  met.  If  the  hematocrit  level  is  higher 
than  the  therapeutic  target  levels.  Medicare  denies  not  just  the 
single  claim,  but  the  entire  month's  claims.  Needless  to  say,  the  po- 
tential for  losing  hundreds,  if  not  thousands,  of  dollars  in  claims 
creates  a  powerful  incentive  for  facilities  not  to  overutilize  the 
drug. 

It  should  be  clear  from  the  above  testimony  that  we  think  it  is 
too  early  to  begin  changing  the  reimbursement  system  given  that 
physicians  are  still  trying  to  determine  appropriate  dosages.  Facili- 
ties, too,  are  also  working  on  finding  ways  to  provide  this  drug  in 
more  cost  effective  ways. 

Until  these  two  issues  are  resolved,  the  NRAA  would  request 
that  this  subcommittee  not  act  on  the  OIG's  recommendations. 

First,  we  would  recommend  that  Medicare  reimburse  for  home 
self-administration  of  EPO  at  a  rate  that  is  equal  to  pajnnents 
made  to  dialysis  facilities. 

Second,  we  would  recommend  that  Medicare  consider  payments 
for  EPO  be  related  to  the  units  dispensed  to  bring  a  patient  to  the 
therapeutic  level  and  be  based  on  a  fee  schedule.  This  fee  schedule 
should  not  be  capped  as  suggested  in  the  OIG's  report  because  it 
would  create  very  strong  disincentives  to  properly  treat  patients  re- 
quiring high  doses  of  the  drug.  Medicare  beneficiaries  would  truly 
be  the  losers  in  any  capped  system. 

The  methodology  the  NRAA  is  suggesting  is  similar  to  option  six 
outlined  in  the  OTA  report.  However,  the  payment  must  recognize 
all  of  the  costs  included  in  the  provision  of  the  drug  so  that  there  is 
an  administrative  fee  to  cover  the  costs  for  related  supplies  and 
services  associated  with  the  dispensing  and  administrative  costs  of 
the  drug. 

While  we  would  strongly  disagree  with  the  OIG's  findings  of  the 
profitability  of  Medicare's  current  reimbursement  level  for  EPO, 
we  would  agree  with  their  conclusion  that  it  would  be  more  equita- 
ble at  some  point  in  the  future  to  set  payments  based  on  actual 
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units  of  EPO  dispensed,  with  an  administrative  fee  to  cover  the 
costs  associated  with  administering  the  drug. 

However,  we  do  not  believe  the  time  has  come  for  such  a  change. 
Until  dosage  levels  are  better  understood  and  other  problems  are 
resolved,  changing  the  payments  could  exacerbate  the  current  fi- 
nancial situation. 

Thank  you  for  the  opportunity  to  testify  before  the  subcommit- 
tee. I  would  be  happy  to  answer  any  questions  you  may  have. 

[The  statement  and  attachment  of  Ms.  Hagen  follows:] 
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STATEMENT  OF  MARDEE  W.   HAGEN,  NATIONAL  RENAL  ADMINISTRATORS 
ASSOCIATION 

Mr.  Chairman,  members  of  the  subcommittee,  I  am  Mardee  W. 
Hagen,  administrator  of  the  University  of  Utah's  dialysis  program, 
covering  7  free-standing  dialysis  centers,  and  President  of  the 
National  Renal  Administrators  Association  (NRAA) .  The  NRAA  is  a 
voluntary  not-for-profit  trade  association  representing 
professional  managers  of  dialysis  facilities  and  centers  throughout 
the  United  States.  Our  members  represent  approximately  two-thirds 
of  the  dialysis  units  in  this  country  which  provide  dialysis 
services  to  a  majority  of  Medicare  End-Stage  Renal  Disease 
patients . 

I  am  pleased  to  have  been  invited  to  testify.  I  also  would 
like  to  thank  the  subcommittee  for  providing  the  NRAA  with  an 
opportunity  to  share  its  views  on  Medicare  payment  for 
erythropoietin  (EPO)  and  to  respond  to  the  Office  of  Inspector 
General's  (OIG)  draft  report  on  "The  Effect  of  the  Interim  Payment 
Rate  for  the  Drug  Epogen  on  Medicare  Expenditures  and  Dialysis 
Facility  Operations"  and  the  Office  of  Technology  Assessment's 
(OTA)  report  on  "Recombinant  Erythropoietin:  Payment  Options  for 
Medicare. " 

My  testimony  will  focus  on  the  past  and  current  situation  with 
regard  to  Medicare  payments  for  EPO;  issues  which  must  be 
considered  in  determining  an  appropriate  reimbursement  rate  for 
EPO;  the  need  for  more  time  to  determine  proper  dosage  levels,  and 
some  possible  recommendations  on  establishing  a  new  payment  system 
in  the  future. 

Current  Medicare  EPO  Reimbursement  Policy 

Medicare's  End-Stage  Renal  Disease  program,  which  was  begun 
in  1973,  has  proven  to  be  a  great  success  in  providing  access  to 
quality  care.  Today,  approximately  93%  of  Americans  who  suffer 
from  chronic  renal  failure  are  covered  under  the  Medicare  End-Stage 
Renal  Disease  (ESRD)  program. 

The  majority  of  ESRD  patients  receive  their  dialysis 
treatments  in  one  of  approximately  1,700  hospital-based  or  free- 
standing dialysis  units.  For  Medicare  ESRD  beneficiaries,  the 
program  only  pays  for  EPO  administered  in  a  dialysis  facility  or 
physician's  office.  Until  H.R.  4247,  Mr.  Chairman,  your  bill  to 
provide  reimbursement  for  home  self-administered  EPO  becomes  law, 
ESRD  patients  will  continue  to  have  only  these  two  options 
available  to  them. 

Medicare  began  coverage  of  the  biologic  EPO  for  certain  ESRD 
patients  in  June  1989,  as  a  result  of  the  Food  and  Drug 
Administation's  (FDA)  approval  of  EPO  for  treatment  of  anemia 
associated  with  end-stage  renal  disease. 

Medicare  coverage  of  EPO  has  turned  out  to  be  a  mixed  blessing 
for  dialysis  facilities. 

Contrary  to  the  Inspector  General's  simplistic  report  on  the 
profitability  of  Medicare's  payments  to  dialysis  facilities,  the 
picture  is  actually  more  complex  then  anyone  had  expected. 
Medicare  currently  pays  for  EPO  based  on  a  set  of  assumptions,  that 
as  will  be  explained  in  the  next  sections  of  my  testimony,  are 
neither  entirely  accurate,  complete  or  fair. 

Last  year,  when  Medicare  established  coverage  of  EPO  for  the 
treatment  of  anemia  of  dialysis  patients,  reimbursement  to  dialysis 
facilities  was  set  at  $40  per  treatment  for  doses  of  up  to  10,000 
units,  to  increase  a  patient's  hematocrit  to  a  level  of  30-33%,  but 
no  higher  than  36%.  Another  $30  is  provided  if  more  than  10,000 
units  are  required  to  raise  the  hematocrit  to  the  approved  level. 

These  payments  are  in  addition  to  the  composite  rate  payment 
made  to  facilities  to  provide  a  package  of  services  and  supplies 
used  during  the  dialysis  treatment. 

According  to  Medicare  rules,  the  dialysis  facility  only 
receives  80%  of  the  approved  charges  with  the  remaining  20%  of  the 
cost  paid  by  the  patient.  OTA  indicated  this  amount  to  be  $32  or 
$56  from  Medicare  with  the  remaining  2  0%  paid  by  the  beneficiary. 

Actually,  because  of  Gramm  Rudman  being  triggered  and 
reductions  legislated  in  OBRA  1989,  facilities  received  2.1%  less 
than  $3?  for  the  period  October  17,  1989  through  March  31,  1990  and 
are    currently    receiving    1.4%    less,    which    began    April    1  and 
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continues  through  the  end  of  the  fiscal  year.  The  2%  reduction 
amounts  to  sixty  four  cents  a  treatment  which  does  not  sound  like 
much  but  when  it  is  coupled  with  all  of  the  additional  expenses, 
that  I  will  discuss,  these  small  amounts  result  in  a  significant 
increase  in  the  cost  of  providing  EPO,  costs  which  are  omitted  from 
the  report  of  "profits"  by  the  IG's  office. 

The  OIG's  and  OTA's  reports  fail  to  take  Gramm  Rudman 
reductions  into  account.  They  also  fail  to  consider  the  problem 
of  bad  debt  that  many  facilities  face  when  beneficiaries  do  not  pay 
their  coinsurance  amounts.  Amgen  in  its  new  "Partner's  Agreement 
Program"  with  facilities  has  agreed  to  replace  free  of  charge  EPO 
for  truly  indigent  patients,  but  not  for  those  with  Medicare, 
Medicaid  or  private  health  insurance  or  those  who  simply  do  not  pay 
the  coinsurance  amounts. 

Medicare  will  only  reimburse  a  facility  for  its  bad  debt  if 
the  facility  has  lost  money  on  its  entire  operations.  As  a  result, 
almost  no  one  ever  receives  Medicare  reimbursement  for  their  bad 
debts.  Given  the  coinsurance  requirements  for  EPO,  which  will 
amount  to  $1,248  per  beneficiary  per  year,  some  facilities  are 
going  to  be  facing  as  much  as  a  5%  loss  in  revenues. 

I  would  like  to  point  out  briefly  here,  that  the  $40  payment 
established  by  HCFA  is  based  on  an  analysis  of  Amgen 's  cost  of 
producing  the  amount  of  EPO  projected  to  be  used  by  the  dialysis 
population  in  the  first  year  after  FDA  approval. 

However,  the  $40  payment  is  made  not  to  Amgen  but  to  dialysis 
facilities.  Therefore,    HCFA   should   have   taken    into  account 

legitimate  costs  facilities  incur  in  providing  this  drug  to  their 
patients.  The  payment  does  not  include  reimbursement  for 
additional  staff  time  required  to  administer  the  drug,  supplies 
like  syringes  and  needles,  additional  chart  and  administrative 
paperwork  or  additional  lab  services  required  as  a  result  of  the 
administration  of  EPO  to  dialysis  patients. 

For  administration  in  a  physician's  office.  Medicare  pays  for 
EPO  on  a  fee-for-service  basis  and  sets  approved  charges  based  on 
reasonable,  customary,  and  prevailing  charges.  These  payments  are 
in  addition  to  a  monthly  capitated  payment  paid  to  physicians  who 
supervise  patient  dialysis  related  care.  The  EPO  payment  is  meant 
to  cover  the  cost  of  the  drug  and  related  supplies  required  to 
administer  it.  On.T;  if  the  physician  is  not  the  patients  regular 
physician,  who  receives  the  capitated  payment,  can  the 
administering  physician  be  reimbursed  for  the  staff  time  required 
to  administer  the  EPO. 

To  be  fair,  HCFA  should  be  willing  to  reimburse  facilities  for 
their  supplies,  just  as  it  has  recognized  that  physicians  will  have 
additional  supply  costs. 

Current  Medicare  EPO  Reimbursement 

HCFA's  payment  policy  from  the  beginning  created  incentives 
to  under  dose  patients  because  had  facilities  dispensed  the  drug 
at  Amgen' s  recommended  levels  they  would  have  lost  money.  Let  us 
remember  that  reimbursement  levels  are  set  at  $40  for  up  to  10,000 
units  and  $30  more  for  those  requiring  more  than  10,000  units. 

It  costs  facilities  $10  per  1,000  units  to  purchase  the  drug. 
Amgen 's  instructions  were  that  initial  doses  should  be  100-150 
units  per  kilogram  of  weight  or  6,500  units  per  patient  for  the 
first  two  months  and  that  average  therapeutic  doses  would  be  50 
mg/kg  or  3,250  units  per  patient  per  treatment. 

HCFA  assumed  and  set  payment  levels  based  on  the  idea  that  on 
average  5,000  units  would  be  dispensed  per  treatment. 

In  other  words,  if  facilities  followed  Amgen 's  instructions 
and  dispensed  6,500  units  at  a  cost  of  at  least  $65  they  would  have 
lost  $25  on  each  treatment  for  just  the  cost  of  the  drug  to  say 
nothing  about  covering  the  costs  of  administering  the  drug. 
At  HCFA  assumed  levels  they  would  have  lost  $10  per  treatment  on 
the  cost  of  the  drug  alone. 

For  example,  at  the  University  of  Utah,  the  average  initial 
dose  was  set  at  3,500  units.  The  cost  of  the  drug  was  $35  plus  a 
distributor  cost  of  1/2  to  1  1/2%  plus  increased  costs  for  supplies 
and  overhead  expenses.     This  left  a  truly  marginal  "margin". 

Besides  figuring  out  proper  dosages,  facilities  had  and  still 
have  real  concerns  about  adverse  affects  from  administering  the 
drug.    Some  of  the  adverse  affects  include:   (1)  iron  depletion  and 
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requirements  for  IV  iron;  (2)  aggravation  of  pre-existing 
hypertension;  (3)  incidence  of  hypertension  in  patients  not 
previously  hypertensive;  and  (4)  the  increased  medication  to  reduce 
clotting  in  dialyzers. 

These  potential  adverse  affects  place  additional  demands  or\ 
facilities,  requiring  them  to  provide  increased  monitoring  of 
patients  for  hematocrits  and  blood  pressure,  as  well  as  additional 
drugs  such  as  heparin  to  reduce  the  clotting  in  dialyzers  and  an^4- 
hypertensive  drugs  to  prevent  seizures  due  to  hypertension. 

The  potential  for  adverse  affects  has  also  created  incentives 
for  physicians  and  facilities  to  be  conservative  in  their  dosages 
to  limit  the  possibility  of  complications. 

One  of  the  big  caveats,  as  pointed  out  by  OTA,  in  all  of  the 
discussions  on  reimbursing  for  EPO  is  that  it  is  not  clear  how  many 
units  are  required  to  be  dispensed  for  any  given  patient.  Amgen 
assumed  that  units  dispensed  would  be  based  on  the  weight  of  the 
patient. 

However,  some  are  finding  that  pediatric  patients  actually  require 
more  units  of  EPO  to  bring  their  hematocrits  up 
to  target  levels  than  units  required  for  adults. 

Further,  the  OIG's  report  using  the  data  from  claims  showing 
averages  of  2,700  units  per  treatment  is  misleading  and  does  not 
reflect  the  evolving  nature  of  patient  treatment  and  the  dynamics 
of  the  patient  population. 

While  the  average  was  2,700  units  in  the  OIG's  report,  the 
data  also  showed  Delaware  at  an  average  of  1,850  units  while  Iowa's 
figures  were  nearly  double  at  3,631  units. 

Similar  regional  variations  were  also  found  in  a  study 
conducted  by  IMS  America  of  73  freestanding  dialysis  centers  across 
the  country  with  a  total  of  805  patients  surveyed.  In  this  study 
the  average  dose  given  rose  in  the  Midwest  from  3,000  units 
administered  in  the  3rd  quarter  of  1989  to  3,200  units  in  the  4th 
quarter  of  1989.  On  the  other  hand,  in  the  West  the  dosage  levels 
dropped  from  about  2,900  units  in  the  3rd  quarter  to  about  2,400 
units  in  the  4th  quarter  of  1989. 

NRAA  members  have  found  after  six  months  of  treatments  that 
some  patients'  doses  have  increased,  others  have  decreased  while 
still  others  have  remained  the  same. 

In  short,  we  would  urge  the  Subcommittee  not  to  jump  the  gun 
on  this  issue  if  for  no  other  reason  than  dispensing  practice 
patterns  are  clearly  still  in  a  state  of  flux  with  significant 
variation  in  regional  patterns  unaccounted  for  by  variation  in 
population  case/mix  or  other  identifiable  factors.  Further,  neither 
the  OIG's  or  OTA's  report  nor  anything  in  the  current  literature 
explains  these  variations. 

Items  and  Services  Not  Included  in  the  Reimbursement  for  EPO 

One  of  the  major  problems  with  the  OIG's  report  is  its  failure 
to  take  into  account  anything  more  than  the  actual  cost  of  the  drug 
to  facilities  in  determining  a  facility's  profit.  HCFA  made  no 
allowance  for  the  costs  involved  with  administering  the  medication 
and  for  the  additional  overhead  involved  in  billing  the  medication 
and  additional  laboratory  expenses.  These  costs  must  be  included 
in  the  equation  if  an  accurate  picture  is  to  be  drawn. 

After  discussions  with  NRAA  board  members  and  observationsr  in 
my  own  facilities,  we  have  come  to  the  conclusion  that  several 
items  and  services  should  be  included  in  any  payment  mechanism 
established  to  reimburse  facilities  for  the  administration  of  EPO. 

NRAA  members  have  found  that  since  the  initiation  of  EPO  more 
licensed  personnel  must  be  on  duty  to  cover  giving  the  additional 
medications  that  are  needed  in  conjunction  with  EPO  such  as 
intravenous  iron  dextran  or  Imferon.  Before  EPO  non-routine 
medications  were  rare,  now  10-14%  of  patients  require  injectable 
medication  in  addition  to  EPO,  and  are  directly  due  to  providing 
EPO  to  the  patient.  These  percentages  may  actually  double  because 
EPO  use  depletes  iron  stores. 

Also  more  time  is  required  to  draw  the  additional  lab  work 
such  as  for  retic  counts  and  ferritin  levels.  These  require  more 
monitoring  time  and  dose  adjustments  require  additional 
documentation.  We  were  not  given  any  reimbursement  for  this 
additional  labor  time. 
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Supplies  to  administer  the  drug  and  draw  the  additional  lab 
work,  like  syringes  and  needles,  as  I  mentioned  earlier,  are  not 
included  in  current  reimbursement  guidelines. 

Further,  hematocrit  levels  to  measure  the  effect  of  EPO  are 
being  done  twice  a  week  even  after  six  to  nine  months  of  therapy. 
Medicare  currently  only  includes  payment  for  a  weekly  hematocrit 
test  in  the  composite  rate.  Close  monitoring  is  still  needed. 
Before  EPO  hematocrits  were  done  as  needed  for  those  patients  who 
demonstrated  possible  bleeding  or  were  symptomatic  of  a  low 
hematocrit.  Typically  each  patient  would  be  tested  twice  a  month, 
now  it  is  twice  a  week.  There  is  no  additional  reimbursement  for 
these  additional  hematocrits.  They  are  presumed  to  be  reimbursed 
under  the  composite  rate. 

Carrying  charges  are  another  item  all  facilities  face  which 
was  not  recognized  by  the  OIG  or  OTA  reports  and  needs  to  be 
considered.  Facilities  pay  a  carrying  charge  ranging  from  1  to  5% 
or  a  flat  fee  in  the  range  of  $3  to  $10  per  order  of  the  drug. 

Also  no  consideration  has  been  given  to  the  cost  of  capital 
to  pay  for  stocking  the  drug.  Intermediaries  have  literally 
dragged  their  feet  in  reimbursement  especially  when  doses  are  over 
10,000  units  or  if  a  patient  receives  more  than  three  doses  in  one 
week.  Dialysis  programs,  specially  small  facilities,  do  not  have 
the  capacity  to  wait  extended  periods  of  time  for  reimbursement. 
Most  of  the  wholesalers  have  payment  due  within  30  days  from 
purchase.  In  the  mean  time  Medicare  reimbursement  has  taken  in  many 
cases  in  excess  of  90  days  for  payment.  Amgen  has  recently 
corrected  this  problem,  in  part,  with  its  "Partner's  Agreement 
Program"  for  dialysis  facilities  which  allows  delays  in  payment  of 
invoices. 

Results  of  NRAA  Surveys  of  Facilities  on  Cost  of  Administering  EPO 

Because  of  concern  over  the  payment  methodology  chosen  by 
HCFA,  the  NRAA  surveyed  its  members  twice,  once  last  fall  and  again 
this  past  February  and  March  on  several  issues  concerning  EPO.  The 
first  survey  dealt  with  the  time  and  cost  associated  with  the 
administration  of  this  medication  and  billing  times.  The  second 
survey  focused  on  the  problem  of  accounts  receivable  and  the 
additional  documentation  required  to  receive  payment  for  EPO. 

The  results  of  seventy  five  responses  covering  3,418  patients 
receiving  EPO  were  included  in  the  first  survey.  In  summary  the 
additional  costs  can  be  broken  down  into  additional  nursing  time 
involvement,  supply  costs  and  billing  costs. 

Nursing  time  involvement:  It  was  found  that  it  took  on  average 
an  additional  5  minutes  to  review  the  doctor's  orders  and  lab 
results,  to  draw  up  and  administer  the  medication,  and  to  chart  and 
to  complete  the  documentation  for  the  billing  department.  This 
additional  time  translated  into  about  $1.10  for  Registered  Nurse 
costs  and  $0.76  for  additional  Licensed  Practical  Nurse  time. 
(These  figures  are  based  on  the  5  minute  time  factor  multiplied  by 
the  average  salary  for  an  RN  excluding  benefits  of  $14.07  and  LPN 
costs  of  $9.70.) 

Billing  Time:  In  addition  facilities  required  on  average  8 
minutes  to  compile  the  information  and  documentation  needed  to 
generate  the  billing  for  EPO.  This  cost  facilities  about  $1.78  per 
billing.  It  took  an  additional  12  minutes  for  a  follow  up  billing 
and  documentation  when  claims  were  rejected  for  more  documentation 
at  an  average  cost  of  $2.10  per  bill. 

Facilities  have  also  incurred  additional  expenses  for 
ancillary  charges  associated  with  the  purchase  of  EPO.  The  survey 
found  the  average  fee  to  be  $0.41  per  1,000  units  or  a  handling  fee 
of  $5.82  per  order. 

Supply  Costs:  Syringes,  needles,  alcohol  preps,  bandaids, 
supply  carrying  charges  associated  with  the  administration  of  EPO 
cost  $0.50  per  treatment. 

In  addition,  some  facilities  were  found  to  have  required 
capital  investment  in  equipment.  Twenty-three  percent  of  the 
facilities  stated  that  they  needed  to  invest  in  more  equipment, 
such  as  refrigerators  to  store  the  drug  at  an  average  cost  of  $420. 

The  high  cost  of  the  medication  and  in  many  cases  the  slow 
payment    by    many    of    the    intermediaries    required    11%    of  the 
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facilities  to  borrow  money  short  term.  This  was  reflective  of  the 
fact  that  46%  of  the  facilities  had  not  received  payment  as  of 
Noveniber/December  1989.  This  trend  had  diminished  by  the  time  of 
the  second  survey  in  February  so  that  only  4%  were  borrowing  money 
short  term  to  cover  these  expenses. 

The  second  survey,  with  83  respondents  representing  150 
facilities  and  10,500  patients,  showed  that  a  significant  number 
of  facilities  were  burdened  by  waiting  60  and  90  days  for 
reimbursement  for  just  this  one  medication,  even  though  suppliers 
expect  to  be  paid  in  3  0  days.  Specifically  the  survey  showed 
that: 

48  respondees*  were  waiting  less  than  30  days  for 
Medicare  reimbursement  with  outstanding  EPO  bills 
averaging  $19,577, 

37    respondees    were    waiting    less    than    60    days  with 
outstanding  EPO  bills  averaging  $16,805, 
29    respondees    were    waiting    less    than    90    days  with 
outstanding  EPO  bills  averaging  $15,776,  and 
—      20   respondees   were   waiting   over   90   days   with  average 

 outstanding  balances  of  $12,856. 

*  respondees  each  represented  1.8  facilities  in  the  survey. 

Also,  many  facilities  had  to  submit  additional  documentation 
either  with  their  initial  billing  or  in  resubmitting  bills  that 
were  rejected  for  additional  documentation. 

Denial  of  claims  is  another  issue,  which  was  not  included  in 
the  NRAA  survey,  but  can  create  real  financial  problems  for 
facilities.  If  the  fiscal  intermediary  finds  that  the  hematocrit 
level  is  higher  than  the  target  level,  reimbursement  is  denied. 
Because  facilities  are  still  determining  proper  doses  for  some 
individuals,  at  times  too  high  a  dose  is  given  which  results  in 
hematocrit  levels  higher  than  the  therapeutic  level.  In  these 
cases  reimbursement  is  denied  for  not  just  one  treatment  but  a 
whole  month's  worth  of  EPO  treatments.  This  can  be  a  costly 
experience  for  facilities  and  creates  further  incentives  to  under 
dose  patients. 


In  summary,  additional  personnel,  supplies,  billing  and 
handling  costs  required  facilities  to  have  more  staff  on  duty  and 
to  spend  on  average  about  $5.3  7  per  EPO  treatment  for  these  items 
and  services.  This  figure  does  not  take  into  account  additional 
nursing  supervision  of  nonRN  staff,  additional  unreimbursed  lab 
tests,  quality  assurance  programs  or  the  cost  of  financing  charges. 
Nor  does  it  include  the  cost  of  bad  debt. 

None  of  these  additional  costs  are  reflected  in  the  current 
composite  rate  payment  to  facilities  nor  did  HCFA  take  them  into 
account  in  establishing  its  payment  schedule  for  facilities,  even 
though  HCFA  is  willing  to  reimburse  physicians  for  some  of  these 
costs . 

These  are  the  legitimate  costs  missing  from  the  OIG's  report 
in  calculating  the  profitability  of  this  drug  to  facilities. 

Overutilization  of  EPO  by  Facilities 

A  great  deal  of  concern  is  expressed  in  the  OTA  report  over 
payment  policies  which  create  incentives  to  overutilize  or  over 
prescribe  EPO.  The  NRAA  believes  that  this  is  not  a  real  issue  in 
determining  payment  policy  for  two  very  important  reasons. 

First,  like  any  prescription  drug  there  are  therapeutic  levels 
for  EPO.  If  the  drug  is  given  in  too  large  a  dose  there  are 
serious  adverse  side  affects  which  include  seizures,  strokes  and 
even  death.  Given  such  medical  consequences  neither  physicians  nor 
facilities  would  have  any  incentive  to  prescribe  and  administer 
more  than  the  therapeutic  level.  Even  small  amounts  above 
therapeutic  levels  can  create  real  medical  problems  for  patients. 

Secondly,  Medicare  will  only  reimburse  facilities  for  claims 
in  which  the  therapeutic  level  is  met.  If  the  hematocrit  level  is 
higher  than  the  therapeutic  target  levels.  Medicare  denies  not  just 
the  single  claim  but  the  entire  month's  worth  of  claims.  Needless 
to  say,  the  potential  for  losing  hundreds  if  not  thousands  of 
dollars  in  claims  creates  a  powerful  incentive  for  facilities  not 
to  overutilize  the  drug. 
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Multiple  Withdrawals  of  EPO  from  Vials 

Another  issue  that  needs  to  be  addressed  is  the  multiple  use 
of  vials  of  EPO  that  are  currently  labeled  for  single-use.  The 
OIG  is  correct  in  both  its  statement  that  "Amgen's  package  insert 
for  EPO  states  that  only  one  dose  should  be  withdrawn  per  vial , " 
and  that  there  is  "widespread  practice  for  facilities, .. .to  make 
multiple  withdrawals  from  the  same  vial." 

This  situation  is  due  to  three  factors.  First,  single-use 
labeling  is  currently  required  because  Amgen  would  have  had  to  wait 
two  more  years  before  bringing  EPO  to  market  to  gain  approval  for 
multiple  use  vial  instructions.  The  FDA  determines  single  versus 
multiple  use  instructions  and  the  FDA  requires  two  years  of 
multiple  use  trial  data  before  approving  such  practices.  Needless 
to  say  Amgen  did  not  want  to  wait  two  more  years  to  gain  such 
approval . 

Secondly,  the  vials  are  only  sold  in  units  of  2,000,  4,000  and 
10,000  units.  The  average  dose  based  on  the  different  surveys  is 
in  the  range  of  2,700  to  3,600  units.  This  leaves  facilities  in 
the  position  of  either  wasting  hundreds  of  units  of  the  drug, 
dispensing  only  the  whole  vial,  or  being  more  cost  conscious  and 
using  the  remains  of  a  vial  for  another  patient. 

This  leads  to  the  third  factor.  Namely  Medicare's 
reimbursement  policy.  Given  that  anything  over  4,000  units  based 
on  $40  for  up  to  10,000  units,  creates  a  loss  for  a  facility  the 
only  way  it  can  be  cost  effective  is  to  dispense  4,000  units  or 
less  or  reuse  vials. 

NRAA  members  have  not  found  that  multiple  dispensing  creates 
a  health  risk  to  patients.  Facilities  are  taking  measures  to 
ensure  that  the  vials  do  not  become  contaminated. 

NRAA  would  recommend  that  in  the  short  term  Amgen  be  required 
to  sell  vials  in  500,  1,000  and  2,000  units  to  more  closely  match 
actual  dispensing  requirements  which  will  cut  down  on  the  need  to 
reuse  the  vials.  In  the  long  term,  the  FDA  should  complete  a  trial 
examination  of  the  safety  of  multiple  use  of  these  vials  so  that 
the  package  instructions  can  allow  for  multiple  withdrawals  per 
vial . 

Recommendations 

It  should  be  clear  from  the  above  testimony  that  we  think  it 
is  too  early  to  begin  changing  the  reimbursement  system  given  that 
physicians  are  still  trying  to  determine  appropriate  dosages. 
Facilities  too  are  also  working  on  finding  ways  to  provide  this 
drug  in  more  cost  effective  ways. 

Also,  as  spelled  out  in  our  testimony,  the  OIG's  report  is 
utterly  inaccurate  in  its  assessment  of  the  costs  facilities  incur 
in  dispensing  EPO  to  their  patients.  In  addition  to  product  costs 
some  consideration  must  be  made  of  the  staffing  and  overhead  costs 
associated  with  providing  this  drug  to  patients. 

Until  these  two  issues  are  resolved  the  NRAA  would  request 
that  this  Subcommittee  not  act  on  the  OIG's  recommendations. 

However,  if  HCFA  and  the  Congress  believes  that  it  is 
imperative  to  act  in  the  future  then  we  have  some  recommendations. 

First,  we  would  recommend  that  Medicare  reimburse  for  home 
self -administration  of  EPO  at  a  rate  that  is  equal  to  payments  made 
to  dialysis  facilities. 

Secondly,  we  would  recommend  that  Medicare  consider  payments 
for  EPO  be  related  to  the  units  dispensed  to  bring  a  patient  to  the 
therapeutic  level  and  be  based  on  a  fee  schedule.  This  fee 
schedule  should  not  be  capped  as  suggested  in  the  OIG's  report 
because  it  would  create  very  strong  disincentives  to  properly  treat 
patients  requiring  high  doses  of  the  drug.  Medicare  beneficiaries 
would  truly  be  the  losers  in  any  capped  system. 

The  methodology  the  NRAA  is  suggesting  is  similar  to  option 
6  outlined  in  the  OTA  report.  However,  that  payment  must  recognize 
all  of  the  costs  included  in  the  provision  of  the  drug  so  that 
there  is  an  administrative  fee  to  cover  the  costs  for  related 
supplies  and  services  associated  with  the  administration, 
dispensing  and  administrative  costs  of  the  drug. 
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This  method  of  payment  makes  the  most  sense  because  Medicare 
would  only  be  paying  for  the  amount  of  the  drug  dispensed  and  the 
related  costs.  As  OTA  points  out  in  its  report  this  reimbursement 
scheme  would  "place  less  financial  risk  on  providers  and  patients 
and  consequently,  create  weaker  incentives  to  constrain  use  and  to 
prudently  purchase..."  EPO.    (p. 29  of  OTA  report) 

It  would  create  the  right  balance  because  providers  would 
limit  the  amount  given  based  on  the  patients 's  hematocrit  and 
offers  little  incentive  for  abuse.  Medicare  patients  would  benefit 
because  they  could  be  better  assured  of  receiving  the  proper  dose 
and  would  also  be  paying  only  for  the  dose  they  received.  This 
would  be  in  contrast  to  the  current  system  where  the  incentives  are 
to  underdose  and  where  low  dose  individuals  subsidize  higher  dose 
patients. 

Differential  fees  would  not  be  necessary  because  the  current 
supply/cost  structure  is  universal  across  the  country.  Keeping  it 
simple  makes  sense.  However,  there  should  be  some  mechanism  to 
review  the  supply  cost  and  adjust  the  payment  accordingly. 

As  the  OTA  report  discusses  this  payment  option  should  provide 
sufficient  utilization  to  maintain  the  incentives  for  technology 
innovation.  It  would  also  be  relatively  easy  for  Medicare  carriers 
and  intermediaries  to  determine  appropriate  payments.  And  in  turn 
providers  could  easily  predict  reimbursement  levels. 


Conclusion 

As  administrators  responsible  for  ensuring  both  the  financial 
viability  of  our  facilities  and  the  quality  of  care  delivered  we 
are  only  too  aware  of  the  incentives  certain  payment  systems  can 
create. 

While  we  would  strongly  disagree  with  the  OIG's  findings  of 
the  profitability  of  Medicare's  current  reimbursement  level  for  EPO 
we  would  agree  with  their  conclusion  that  it  would  be  more 
equitable  at  some  point  in  the  future  to  set  payments  based  on 
actual  units  of  EPO  dispensed,  with  an  administrative  fee  to  cover 
the  costs  associated  with  administering  the  drug. 

However,  we  do  not  believe  the  time  has  come  for  such  a 
change.  Until  dosage  levels  are  better  understood  and  other 
problems  are  resolved,  changing  the  payments  could  exacerbate  the 
current  financial  situation. 

Thank  you  for  the  opportunity  to  testify  before  the 
subcommittee.  I  would  be  happy  to  answer  any  questions  you  may 
have. 
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EPO  -  NRAA  Survey  Results 

With  the  availability  of  EPO  reimbursement  for  dialysis 
patients  many  facilities  were  faced  with  the  dilemma  of  providing 
this  "wonder"  drug  which  would  benefit  the  patient  greatly  while 
faced  with  its  high  cost.  NRAA  surveyed  its  members  twice,  once 
in  the  fall  of  1989  and  in  the  early  part  of  1990.  The  first 
survey  dealt  with  the  time  and  cost  associated  with  the 
administering  of  this  medication  and  billing  time.  The  second 
survey  focused  on  the  problem  of  accounts  receivable  and  the 
additional  documentation  required  to  receive  payment  for  this 
medication.  The  first  survey  conducted  last  fall  had  the 
following  results: 

Total  Respondents  75 

Total  Number  of  Patients 

receiving  EPO  3,418 

One  of  the  focuses  of  this  first  survey  was  in  regards  to 
the  time  and  cost  involvement  of  administering  this  medication. 
The  average  time  to  review  the  doctors  orders  and  lab  results, 
draw  up  and  administer  the  medication,  to  chart  and  to  complete 
the  documentation  for  the  billing  department  was  5  minutes. 
Time  was  one  factor  involved  but  there  was  a  second  factor  cost. 
For  this  time  involvement  the  average  salary  costs  are  as 
f ollows : 

The  average  salary  for  an  RN,  excluding  benefits,  was 
$14.07  and  for  an  LPN  it  was  $9.70.  Based  on  an  average 
length  of  5  minutes  the  cost  would  be  $1.10  for  an  RN  and 
for  an  LPN  $0.76.  It  should  be  noted  that  local  and  state 
guidelines,  for  several  of  these  respondents,  prohibit  LPNs 
from  administering  this  medication  and  limit  it  to 
administration  by  an  RN. 

Facilities  were  also  surveyed  on  the  need  for  capital 
investment  in  equipment.  Twenty  three  percent  (23%)  of  the 
respondents  stated  that  they  needed  to  invest  in  more  equipment, 
such  as  refrigerators  to  store  this  medication  at  an  average  cost 
of  $420. 

The  high  cost  of  this  drug  and  in  many  cases  the  slow 
payment  by  many  of  the  intermediaries  required  11%  of  the 
facilities  too  borrow  money  short  term.  This  was  reflective  of 
the  fact  that  46%  of  the  responding  facilities  had  not  received 
payment  as  of  November/December  1989.  This  trend  was  diminished 
by  the  time  of  the  second  survey  (February  1990),  where  86%  of 
the  responders  had  received  payments  and  only  4%  were  borrowing 
money  short  term  to  cover  these  expenses. 
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The  other  area  we  examined  in  the  first  survey  was  the  time 
and  effort  needed  to  compile  the  information  and  documentation 
needed  to  generate  the  billing  for  EPO.  The  results  showed  an 
average  of  8  minutes  time  at  a  cost  of  $1.78.  For  follow  up 
billing  and  when  claims  are  rejected  for  additional 
documentation  the  time  involved  was  12  minutes  at  an  average  cost 
of  $2 . 10  per  bill. 


Survey  I I 


Survey  II  was  conducted  in  February  and  March  1990  and 
focused  on  the  length  of  time  before  payments  were  received  and 
also  the  additional  documentation  necessary  for  reimbursement. 
The  following  is  the  breakdown  on  the  number  of  respondents  and 
the  number  of  facilities/patients  they  represent: 


Total  Number  of  Respondents 

83 

Total  Number  of  Facilities 

150 

Avg .   Number  of  facilities 

1.85 

Total  Number  of  Patients 

10A97 

Average  #  Patients  per  Facility 

70 

100% 

Average  #  Patients  on  EPO 

29.5 

42% 

Average  #  Inctr  Patients  on  EPO 

27 

38.5% 

Average  #  Home  Patients  on  EPO 

2.5 

3.5% 

Accounts  Receivable 


This  area  has  become  ever  more  important  as  an  indicator  of 
the  health  of  a  facility  and  its  billing  staff  and  also  as  a 
marker  of  efficiency  of  their  local  intermediary.  With  the  cost 
associated  with  the  administration  of  EPO  many  facilities  have 
seen  their  accounts  receivable  rise.  Many  of  the  intermediaries 
were  slow  to  implement  the  reimbursement  guidelines.  In  the 
survey  we  compiled  information  in  regards  to  the  amount  of  EPO 
billing  which  is  less  than  30  days  old,  less  that  60,  less  than 
90  and  finally  greater  than  90  days.  About  one  half  of  the 
responders  (AA),  responded  to  this  question,  many  that  did  not 
said  that  they  could  not  breakout  EPO  from  non  EPO  reimbursement 
in  their  billing  system.  Figure  One  represents  graphically  the 
average  per  responde,  to  this  section,  their  account  receivable 
balance.  As  you  can  see  this  represents  a  significant  amount  of 
money  and  a  significant  financial  burden,  for  one  medication,  on 
these  facilities. 


Many  facilities  have  had  to  submit  additional  documentation 
either  with  their  initial  billing  or  in  resubmitting  bills  that 
were  rejected  for  additional  documentation.  In  this  survey  we 
compiled  statistics  on  the  six  most  common  additional  information 
required  by  the  intermediary  in  regards  to  EPO  reimbursement. 
These  were  copies  of:  doctors  orders,  medical  records,  patient 
weight,  creatinine  level,  dose  per  kilogram,  and  patient 
hematocrit.  Figure  Two  illustrates  the  percentage  of  time  each 
of  these  items  were  required  to  receive  reimbursement.  Each 
additional     oiece     of  documentation     or     information     reauires  an 
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additional  time  on  the  part  of  clinical  and/or  billing  personnel 
time.  Much  of  this  documentation  was  optional  and  not  a 
requirement  under  the  reimbursement  guidelines  set  forth  from 
HCFA ,   yet   local    intermediaries  have  decided  to  require  it.  . 

EPO  is  a  drug  that  is  very  beneficial  to  the  patient  and  can 
have  a  dramatic  affect  on  the  outcome  and  overall  wellbeing  of 
the  patient.  Medicare  reacted  quickly  to  provide  a  reimbursement 
structure  for  this  medication  shortly  after  EPO  was  approved  by 
the  FDA.  The  breakdown  occurred  on  the  implementation  side  with 
the  resulting  burden  placed  on  facilities  to  carry  the  cost  of 
this  medication  while  awaiting  their  reimbursement  from  the  local 
intermediaries.  We  •  have  seen  an  improvement  between  the  surveys 
as  to  the  total  number  of  facilities  receiving  payments  but  many 
have  been  further  straddled  with  the  burden  of  additional 
documentation  and  the  resulting  delays  in  receiving  payments. 


<30  <G0  <90  90+ 
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Chairman  Stark.  Thank  you,  Ms.  Hagen. 

What  is  the  median  profit  or  margin  for  dialysis  centers  across 
the  country? 

Ms.  Hagen.  Our  testimony  at  previous  hearings,  including  testi- 
mony before  the  Institute  of  Medicine,  gives  us  some  concern,  be- 
cause of  several  areas.  First  of  all,  one  knows  that  health  care  costs 
are  increasing,  the  cost  of  a  syringe  is  increasing. 

Dialysis  facilities  have  already  faced  reimbursement  cuts,  unlike 
other  health  care  providers.  Our  position  is  that  whatever  margin 
may  have  existed  earlier,  it  has  decreased  significantly. 

Also,  there  have  been  additions  to  our  costs  in  the  sense  that 
items  not  previously  included  in  composite  rate  reimbursement  are 
now  assumed  to  be  included  in  the  composite  rate  reimbursement. 
Some  of  these  include  the  responsibilities  for  home  health  followup 
through  home  health  agencies. 

Chairman  Stark.  That  is  all  very  interesting,  but  I  am  looking 
for  a  percentage.  Can  you  give  me  an  average  or  median  percent- 
age of  profit  or  margin? 

Ms.  Hagen.  The  NRAA  is  involved  right  now  in  a  cost  study 
among  its  members,  hopefully  to  determine  that.  I  don't  have  the 
information  here. 

Chairman  Stark.  Do  you  know  what  it  is  in  Utah,  in  your  area? 

Ms.  Hagen.  Our  cost  margin  is  really  rather  low,  it  is  1  to  2  per- 
cent. 

Chairman  Stark.  OK. 
Let  me  stop  a  minute. 

Mr.  Kramer,  do  we  know  basically  the  total  costs  for  all  dialysis 
centers  across  the  country? 
Mr.  Kramer.  Yes. 

Chairman  Stark.  And  they  are  uniform,  right? 
Mr.  Kramsr.  Yes. 

Chairman  Stark.  Do  you  know  what  those  total  costs  were  last 
year,  roughly? 

Mr.  Kramer.  I  know  that  Medicare  expenditures  were  $2.7  bil- 
lion in  1989. 

Chairman  Stark.  I  know  that,  but  do  you  know  what  the  costs 
were? 

Mr.  Kramer.  I  don't  know  what  the  costs  were. 
Chairman  Stark.  That  is  available  to  us? 
Mr.  Kramer.  Yes. 

Chairman  Stark.  If  you  got  that  figure  and  subtracted  it  from 
the  $2.7  billion,  assuming  it  was  less  than  $2.7  billion,  the  resulting 
figure  would  be  the  profit  or  surplus,  right? 

Mr.  Kramer.  Our  estimate,  based  on  1988  data,  is  about  10  per- 
cent, across  the  board. 

Chairman  Stark.  I  am  saying  this  is  an  average.  Out  of  the  $2.7 
billion,  we  are  paying  $270  million  for  profit  or  surplus  or  what- 
ever; is  that  a  fair  guess? 

Mr.  Kramer.  Correct. 

Chairman  Stark.  OK.  Why?  What  is  the  bid  for  this?  Out  of  $270 
million,  what  if  we  offered  you  $70  million  to  run  the  whole  thing 
across  the  country,  would  you  grab  it? 

Ms.  Hagen.  This  comes  up  repeatedly.  We  are  an  independent 
group  of  facilities.  We  do  manage  a  rural  section  in  the  rural 
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United  States.  If  you  truly  wanted  to  save  money,  you  would  lose 
the  choices  in  access  and  availability  as  options  to  patients.  We  as 
an  independent  provider  make  decisions  differently  from  other  pro- 
viders. 

We  made  those  decisions  in  order  to  enhance  patient  care,  and  to 
meet  our  own  quality  assurance  concerns. 

Chairman  Stark.  I  understand  that,  but  it  escapes  me  where  the 
$270  million  enhances  the  patients.  They  could  choose,  they  could 
go  to  one  facility  or  another.  This  is  a  good  program  with  some 
very  few  exceptions.  It  isn't  free,  but  it  is  80-percent  free,  everyone 
is  covered,  no  questions  asked,  and  it  just  seems  to  me  that  there 
are  those  programs  simply  where  there  ought  to  be  a  Government 
function. 

I  am  not  suggesting  the  Government  could  do  better  or  worse,  I 
am  just  saying  that  at  some  point,  this  is  not  exactly  a  free  market 
opportunity. 

Mr.  Kramer,  I  just  wanted  to  give  you  the  chance  to  fight  for  the 
honor  of  the  inspector  general's  office.  It  has  been  suggested  that 
your  figures  were  lacking  or  inaccurate.  Do  you  care  to  respond,  or 
do  you  just  want  to  take  that  laying  down? 

Mr.  Kramer.  I  don't  think  the  inspector  general  would  let  me  do 
that,  Mr.  Chairman.  I  would  like  to  say  that  we,  in  performing  this 
review,  we  did  consider  cost  other  than  the  invoice  cost  for  Epogen. 

We  went  to  facilities  that  were  both  included  in  the  clinical 
trials  and  those  that  were  not.  We  found  the  invoice  price  docu- 
mented at  about  $41,  and  as  far  as  other  costs,  the  facilities  that 
we  visited  stated  that  costs  did  not  increase  as  a  result  of  Epogen. 
So  therefore,  what  we  did  was  to  accumulate  the  invoice  cost  since 
the  dialysis  administrator  acknowledged  to  us  that  the  additional 
costs  attributable  to  the  administration  of  EPO  were  minimal  or 
could  not  be  traced  in  their  records. 

It  takes  about  a  minute  to  administer  the  drug,  and  any  costs 
that  we  felt  and  that  they  felt  were  attributable  to  it  were  allocat- 
ed costs  of  the  dialysis  unit,  and  not  additional  costs. 

The  inspector  general  feels  

Chairman  Stark.  Will  you  stop  there  a  minute?  You  are  saying 
that  included  in  the  price  of  providing  a  drug  is  the  cost  of  provid- 
ing a  salary  to  the  president  of  the  pharmaceutical  company.  So  if 
his  salary  goes  up,  then  the  price  of  the  drug  goes  up. 

Is  that  in  layman's  language? 

Mr.  Kramer.  That  is  correct.  Based  on  our  information  nursing 
costs  did  not  increase,  nor  did  operating  costs  increase  for  the  facil- 
ity. We  are  already  paying  those  costs  or  recognizing  those  costs  in 
the  composite  rates.  Therefore,  when  we  were  setting  the  rate  con- 
sidering this,  HCFA  did  not  want  to  generate  additional  profits  to 
the  facilities  since  facility  costs  were  already  recognized  in  the 
composite  rate. 

We  in  our  audits  could  not  find  any  increases  in  cost  to  the  facili- 
ty for  the  administration  of  EPO. 

Chairman  Stark.  Are  you  quite  familiar  with  the  operation,  par- 
ticularly the  business  side  of  dialysis  centers?  Have  you  been  in  a 
lot  of  them  or  only  a  few? 

Mr.  Kramer.  The  Office  of  the  Inspector  General  has  been  re- 
viewing cost  data  from  1981  through  1988.  Our  auditors  have  been 
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the  same  ones  throughout  this  period,  have  been  reviewing,  so  they 
are  very  familiar  with  the  operations  of  the  facilities. 

Chairman  Stark.  But  you  personally  haven't  been  part  of  one  of 
those  teams? 

Mr.  Kramer.  I  have  not,  but  I  have  been  involved  in  this  review 
from  the  beginning. 

Chairman  Stark.  I  just  wanted  to  ask  you  some  questions  about 
your  opinions  on  this,  but  I  will  ask  Ms.  Hagen. 

You  operate  seven  dialysis  centers? 

Ms.  Hagen.  Right. 

Chairman  Stark.  How  do  you  measure  the  size  of  one?  By  the 
number  of  patients? 

Ms.  Hagen.  Yes,  number  of  patients  and  number  of  stations. 

Chairman  Stark.  What  is  the  approximate  size  of  your  units? 

Ms.  Hagen.  Our  facility  size  runs  from  5  patients  in  a  5-station 
facility,  to  50  incenter  patients  in  a  10-station  facility. 

So,  one  has  to  remember  that  I  serve  a  rural  health  care  popula- 
tion in  which  there  are  differences  of  up  to  300  miles  between  fa- 
cilities. 

Chairman  Stark.  OK. 

Give  me  an  idea  of  how  big  are  the  big  ones?  Are  they  in  down- 
town Washington,  D.C.,  or  San  Francisco? 

Ms.  Hagen.  I  honestly  have  to  say  I  haven't  visited  those.  But 
there  are  facilities  that  perhaps  would  have  up  to  60  stations  that 
might  treat  250  to  300  patients. 

Chairman  Stark.  OK. 

Now,  in  your  seven,  do  you  have  a  manager  at  each  one  of  these 
sites,  or  do  you  have  a  central  management? 

Ms.  Hagen.  No,  we  have  a  central  management  operation,  and 
we  have  onsite  clinical  managers  who  spend  most  of  their  time  in 
clinical  care,  basically,  who  are  R.N.'s,  who  are  responsible  for 
staffing,  for  ordering  supplies  and  so  on  for  the  facility,  but  all  of 
the  other  activities  are  handled  centrally. 

Chairman  Stark.  Is  it  reasonable  to  assume  that  say,  one  R.N., 
given  budget  constraints,  could  run  your  five-patient  facility  or  one 
R.N.  could  take  care  of  a  certain  number  of  patients  and  do  a  little 
administrative  work  and  handle  the  whole  operation,  or  do  you 
have  to  have  two  people  there? 

Ms.  Hagen.  First  of  all,  there  are  State  laws  that  apply  that  re- 
quire staff-to-patient  ratios. 

Chairman  Stark.  Are  those  the  same  in  every  State? 

Ms.  Hagen.  No,  they  are  variable.  They  depend  upon  the  licens- 
ing requirements  of  each  individual  State. 

Chairman  Stark.  Do  we  have  minimum  Federal  standards? 

Ms.  Hagen.  No. 

Chairman  Stark.  So,  our  costs  could  be  changed  according  to 
various  State  laws,  right? 
Ms.  Hagen.  That  is  correct. 

Chairman  Stark.  Does  that  make  any  sense  to  you? 
Ms.  Hagen.  It  does  vary  based  upon  the  allowed  staff-to-patient 
ratio. 

Chairman  Stark.  Is  there  any  good  reason  for  that?  If  this  is  a 
Federal  program,  would  it  be  fair  to  decide  what  the  fair  level  of 
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staffing  is  and  then  do  it?  Arguably,  somebody  has  got  too  little 
staff  and  somebody  has  got  too  much. 

So,  wouldn't  that  be  a  good  idea,  to  say  let's  have  one  standard? 
If  you  want  to  have  more,  that  is  okay,  but  let's  have  a  Federal 
standard  and  base  our  payments  on  that.  Don't  you  think  your  as- 
sociation could  come  up  with  a  minimum  standard  below  which  we 
ought  not  to  go? 

Ms.  Hagen.  Again,  when  the  patient  rktio,  for  example,  was  es- 
tablished in  the  composite  rate,  it  was  based  upon  a  1  to  3  staffing 
level.  There  are  also  requirements  

Chairman  Stark.  Do  you  think  that  is  a  good  staff  level?  Too 
high? 

Ms.  Hagen.  That  is  the  average  staffing  that  we  follow,  and 
which  conforms  with  our  State  requirements. 
Chairman  Stark.  Meaning  Utah? 
Ms.  Hagen.  Utah  State  requirements. 
Chairman  Stark.  What  are  California's  requirements? 
Ms.  Hagen.  I  am  sorry,  I  don't  know. 

Chairman  Stark.  But  then,  you  wouldn't  say  in  your  opinion 
that  there  is  any  reason  to  have  one  for  one?  Does  that  sound  a 
little  high? 

Ms.  Hagen.  No,  and  I  don't  think  anyone  practices  1  to  1,  except 
in  defined  areas;  for  example,  with  home  dialysis  training  or  some- 
thing like  that.  The  other  requirements  have  to  do  with  the  level  of 
staffing  and  licensing  requirements  regarding  medication  doses. 

One  of  the  things  that  NRAA  has  pointed  out  is  that  routine  di- 
alysis may  be  able  to  be  accomplished  with  a  different  ratio  of 
nurses  to  staff— other  staff,  non-R.N.'s,  and  patients,  but  EPO 
changes  that. 

In  most  States,  only  nurses  can  administer  drugs,  which  means 
that  in  order  to  accomplish  all  of  the  requirements  of  the  dialysis 
procedure  itself,  plus  the  additional  cost  of  administering  the  dose 
of  EPO,  one  has  to  look  at  changing  the  R.N.  to  non-R.N.  staffing 
ratio,  which  does  account  for  a  cost  increase. 

Chairman  Stark.  So,  what  we  should  be  looking  for  is  EPO  in 
pill  form  and  then  we  could  cut  your  payments  to  you,  right? 

Ms.  Hagen.  If  that  is  possible,  perhaps.  We  are  

Chairman  Stark.  I  like  that. 

Ms.  Hagen.  We  are  talking  about  self-administered  EPO,  at  least 
for  home  patients,  in  order  to  allow  that  to  be  accomplished.  We 
want  to  recognize  your  introduction  of  a  bill  to  accomplish  that. 

For  home  patients  who  now  have  to  come  into  the  center,  too,  we 
are  adding  an  additional  burden  to  some  of  our  incenter  costs. 
Those  home  patients  would  normally  be  followed  without  coming  to 
the  center.  If  they  are  to  participate  in  a  medication  dose  for 
Epogen,  they  have  to  go  to  a  dialysis  center  or,  as  we  have  done  in 
our  case,  because  we  have  some  patients  located  in  excess  of  200 
miles  from  a  dialysis  facility,  we  have  to  contract  with  a  local  phy- 
sician in  order  to  meet  the  medication  requirements,  and  pay  that 
physician  the  cost  of  administering  a  dose  in  his  office,  or  we  have 
to  deny  the  availability  of  EPO  to  our  home  patients. 

Chairman  Stark.  Mrs.  Johnson. 

Mrs.  Johnson.  Thank  you  very  much  for  your  testimony.  It  has 
been  very  interesting  to  hear  it  from  the  practitioner. 


114 


And  there  are  two  things  I  want  to  confirm  that  I  hear  you 
saying.  First  of  all,  that  we  are  not  ready  to  move  to  a  reimburse- 
ment rate  that  is  based  on  units  given,  because  we  are  not  yet  con- 
fident of  what  dosage  is  required  in  certain  situations? 

Ms.  Hagen.  Yes.  There  are  specific  incidences,  for  example,  in 
the  facilities  that  I  manage,  we  started  at  a  fairly  high  dose  per 
kilogram,  which  is  how  the  dose  was  recommended  to  be  given.  We 
saw  a  decline  in  the  dose  as  patients  responded,  and  started  to 
reach  their  target  crits,  hematocrit  levels;  if  they  exceeded  36,  our 
claims  were  denied. 

We  did  have  several  claims  denied,  months'  worth  of  claims 
denied,  because  of  patients  exceeding  that  dose  level.  We  have  seen 
gi-adually  a  decline  in  the  required  dose  of  EPO  in  the  facilities 
that  we  manage,  so  that  about  54  percent  of  our  patients  have  de- 
clined in  the  dose  required  to  keep  the  recommended  hematocrit 
level,  but  10  percent  have  increased. 

We  manage  the  pediatric  program  for  the  University  of  Utah 
Hospital,  and  we  have  seen  that  pediatric  patients,  as  I  stated,  ac- 
tually have  required  a  higher  unit  dose  per  kilogram. 

We  have  patients  on  100  units  per  kilogram  in  the  pediatric  pop- 
ulation, but  with  our  adults,  we  start  it  at  50.  We  have  seen  a 
larger  variation.  Some  facilities  have  actually  seen  a  third  of  their 
patients  increase  the  dose,  a  third  maintain  the  dose,  and  a  third 
decrease  the  dose,  so  there  is  a  significant  variation  among  patient 
populations  which  we  can't  readily  explain. 

Mrs.  Johnson.  Since  you  have  the  crit  level  to  determine,  that  is, 
when  a  satisfactory  amount  has  been  administered,  it  suggests  to 
me  it  would  be  better  for  you  and  better  for  us  if  we  did  reimburse 
on  the  size  of  the  dosage.  Then  if  someone  needs  more  to  get  to 
their  crit  level,  you  get  paid  more.  If  they  need  less,  you  get  paid 
less. 

Ms.  Hagen.  I  .think  eventually,  as  I  said,  that  is  the  way  we  need 
to  go.  There  needs  to  be  an  additional  amount  of  information  avail- 
able to  decide  how  those  doses  should  be  broken  down. 

The  other  thing  we  have  to  confront  is  the  availability  of  the  vial 
size  for  the  dose.  The  dosage  is  manufactured  in  limited  vial  sizes; 
2,000,  3,000,  4,000,  and  10,000  unit  sizes. 

And  I  would  also  like  to  take  the  opportunity  to  comment  on 
costs  related  to  that,  but  we  have  managed  to  adjust  doses  based 
upon  the  closest  unit  dose  we  can  handle  with  the  dose  vial  size 
available,  but  we  also  see  in  some  facilities  that  doses,  after  re- 
maining flat  or  declining  for  a  period  of  time,  are  now  increasing. 

Part  of  this  may  be  related  to  the  question  of  iron  stores;  eryth- 
ropoiesis,  which  is  promoted  by  erythropoietin,  can  be  complicated 
if  iron  stores  of  patients  are  depleted.  We  may  reach  a  point  where 
those  iron  stores  are  being  depleted.  We  have  to  add  other  drugs  to 
protect  the  iron  stores,  but  we  may  have  to  increase  the  dose  of 
EPO  in  order  to  retain  a  hematocrit  at  the  target,  between  30  and 
33. 

So,  all  of  those  factors  have  not  been  determined.  I  think,  too,  on 
evaluating  the  routes  available,  there  can  be  IV  dosage  or  there 
can  be  subcutaneous  dosage.  Most  of  us  have  used  IV  dosages  be- 
cause of  the  convenience  for  the  patient  of  not  having  another  stick 
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done.  The  dose  can  be  administered  through  the  one  done  for  dialy- 
sis. 

If  we  move  to  home  patients  and  so  on,  we  need  to  evaluate  what 
the  subcutaneous  usage  might  be,  because  there  hasn't  been  much 
information  available  for  that. 

Also,  in  terms  of  cost  of  the  drug,  in  terms  of  the  multiple  dose 
vial  use,  that  was  not  clearly  approved  by  the  FDA.  However,  most 
facilities  are  practicing  multiple  vial  use  in  which  we  would  draw 
dosage  for  several  patients  from  a  single  vial. 

In  order  to  prevent  high  costs,  in  the  patients  I  treat  in  my  facili- 
^  ty,  we  must  practice  multiple  dose  use  from  a  vial.  If  not,  we  would 
be  seeing  even  a  greater  cost,  probably  13  to  25  percent  higher  per 
treatment  because  of  discarding  the  unused  part  of  the  vial. 

And  in  order  to  provide  appropriate  treatment  and  keep  the  cost 
down,  we  have  had  to  use  multiple-dose  drawing  from  a  single  vial. 
If  there  is  a  process,  as  Amgen  is  pursuing,  to  get  multiple-dose  use 
from  a  vial  approved  by  the  FDA,  that  would  solve  the  problem. 

We  have  also  suggested  that  the  available  vial  sizes  be  changed 
to  vial  sizes  of  500,  1,000,  and  2,000  units  so  we  are  not  limited  by 
current  vial  sizes. 

Mrs.  Johnson.  Would  you  recommend  that  we  recognize  some 
difference  between  the  cost  of  providing  this  kind  of  treatment  in  a 
rural  and  urban  setting?  Should  there  be  a  differential  reimburse- 
ment? 

Ms.  Hagen.  I  am  not  sure  there  is  enough  information  available 
on  that  to  make  that  determination,  so  I  am  not  sure.  We  prefer 
not  to  comment  on  that. 

Mrs.  Johnson.  Thank  you  very  much. 

Thank  you,  Mr.  Chairman. 

Mr.  Levin  [presiding].  Mr.  Pickle. 

Mr.  Pickle.  Thank  you,  Mr.  Chairman. 

Ms.  Hagen,  you  objected  to  the  recommendation  by  the  inspector 
general.  I  don't  want  to  see  any  changes  made  in  the  end-stage 
renal  disease  approach  if  it  is  going  to  affect  the  quality  of  care  the 
people  get.  It  seems  to  me  like  we  are  arguing  about  the  money 
you  are  going  to  have  reimbursed. 

The  inspector  general  is  suggesting  we  go  to  a  flat  rate  based  on 
units  dispensed,  and  you  agree  with  that.  The  only  objection  is  we 
don't  have  enough  information.  Why  is  it  you  can't  get  the  data 
you  need  this  month,  next  month?  It  shouldn't  be  that  complicated. 

If  you  want  more  time,  it  seems  to  me  that  you  are  saying  I 
would  go  to  this  route,  but  I  want  to  do  it  later,  give  me  my 
present  right  now.  I  want  to  know  why  can't  you  collect  the  data  in 
a  reasonably  short  time,  between  now  and  the  next  few  months? 

Ms.  Hagen.  The  first  thing  is  that  when  most  of  us  began  provid- 
ing this  drug,  we  looked  at  our  patient  population  in  order  to  deter- 
mine how  many  patients  were  appropriate  to  receive  the  drug,  and 
we  normally — certainly  in  the  initial  stages  for  our  program, 
looked  at  patients  most  in  need  of  the  drug  and  started  actually  in 
August  providing  it  to  a  limited  number  of  patients. 

Again,  there  are  concerns  about — about  what  percentage  of  the 
population  requires  this  drug,  what  the  spread  of  those  patients 
would  be  as  to  those  that  can  be  treated  with  a  lower  level  mainte- 
nance dose  as  compared  to  those  that  have  to  be  treated  with  a 
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much  higher  dose,  and  the  addition  of  any  other  lab  tests  in  order 
to  determine  the  clinical  decisions  in  this  regard. 

For  example,  one  of  the  areas  is  hematocrit  monitoring.  Our 
composite  rate  includes  hematocrits  monitored  at  a  weekly  basis. 
But  most  of  us  have  to  do  hematocrits  twice  weekly,  and  on  some 
patients,  extremely  sensitive  to  this  drug,  we  may  be  doing  hemato- 
crits on  a  per  treatment  basis. 

We  do  not  know  what  the  true  clinical  indicators  are  in  order  to 
effectively  monitor  the  drug.  And  if  we  are  talking  about  adminis- 
trative costs  or  direct  costs  for  labor  and  supplies,  we  have  to  deter- 
mine those.  There  has  to  be  a  period  of  utilization. 

Mr.  Pickle.  I  want  to  be  sympathetic  to  the  fact  you  don't  have 
enough  information,  but  I  am  also  distressed  by  the  fact  I  don't  un- 
derstand why  it  would  take  all  this  time  to  come  to  these  conclu- 
sions or  have  these  facts. 

This  has  been  a  problem  with  us  for  the  last  several  months,  and 
we  have  a  few  months  before  we  make  these  decisions.  I  would  like 
to  have  more  information  from  you,  from  anybody,  to  explain  why 
you  need  more  time.  I  want  to  know  why  you  can't  provide  the  in- 
formation. 

I  also  want  to  know  from  you  or  from  the  inspector  general,  if  we 
went  to  a  flat  rate  now,  would  this  affect  the  quality  of  care? 
Would  it  limit  access?  I  am  asking  the  OIG  or  Miss  Hagen,  would  it 
limit  the  accessibility  of  patients  to  this  treatment? 

Mr.  Kramer.  Currently,  there  is  a  flat  rate  of  $40,  no  matter 
how  much  is  administered.  What  we  are  proposing  is  to  adjust  that 
rate  to  the  amount  of  EPO  that  is  administered,  so  we  are  going  to 
vary  the  rate,  and  we  feel  it  won't  affect  quality  of  care,  because 
we  are  just  going  to  give  a  reimbursement  to  the  amount  that  is 
administered. 

Mr.  Pickle.  Are  you  recommending,  say,  change  the  80/20  per- 
cent? 

Mr.  Kramer.  No,  sir. 

Mr.  Pickle.  Are  you  changing  the  base  you  start  with? 

Mr.  Kramer.  All  we  are  sajdng  is,  right  now,  we  are  paying  $40 
per  treatment,  and  what  we  are  sajdng  is,  we  want  to  pay,  for  ex- 
ample, $8  per  1,000  units.  So,  if  you  give  2,000  units  

Mr.  Pickle.  If  you  make  that  change,  would  that  have  any  effect 
about  the  quality  of  care  or  the  accessibility  of  care? 

Mr.  Kramer.  It  shouldn't  affect  the  quality  or  accessibility  of 
care,  because  all  we  are  doing  is  adjusting  the  rate  to  the  amount 
that  is  given.  If  they  give  more,  they  receive  more.  If  they  give  less, 
they  receive  less. 

Ms.  Hagen.  Could  I  address  that? 

Mr.  Pickle.  Yes. 

Ms.  Hagen.  I  think  one  of  the  issues,  again,  is  quality  of  care. 
How  are  we  to  determine  appropriate  dose  level  unless  we  have  ex- 
perience of  monitoring  the  impact  of  those  doses  upon  patients?  We 
have  not  had  that  opportunity  as  of  this  time  in  order  to  deter- 
mine, for  example,  how  many  crits  we  really  need  to  do  in  a  week. 
We  know  what  we  are  currently  getting  reimbursed  for;  we  need  to 
determine  costs  by  projecting  what  we  might  need.  Also,  remem- 
ber, the  drug  was  started — was  available  in  June.  However,  most 
facilities  didn't  have  access  to  it  until  later  in  the  year,  September, 


117 


October,  and  November.  So,  there  are  no  cost  reports  that  as  of  yet 
have  been  filed  that  demonstrate  the  cost  necessary  for  valid  audit 
review. 

Mr.  Pickle.  Let  me  ask  you,  inspector  general,  you  made  this 
recommendation.  And  my  specific  question  would  be,  can  you  col- 
lect this  data  in  order  to  substantiate  your  recommendation?  Do 
you  have  it  now?  Are  you  satisfied  you  have  it,  or  can  you  get  it  in 
the  next  few  months? 

Mr.  Kramer.  We  feel  there  is  sufficient  data,  both  in  our  report 
and  being  accumulated  by  the  Health  Care  Financing  Administra- 
tion to  make  an  adjustment.  Right  now  we  feel,  based  on  the  con- 
centration levels,  facilities  are  reaping  about  $100  million  in  profits 
and  this  is  why  we  feel  they  don't  want  to  change  the  reimburse- 
ment mechanism. 

Mr.  Pickle.  Thank  you,  Mr.  Chairman. 

Mr.  Levin.  Thank  you.  Thank  you  very  much. 

If  there  are  no  further  questions,  thank  you  very  much,  and  we 
will  proceed  to  the  fourth  panel. 

So  far,  we  have  been  fortunate  with  the  bells.  People  are  in  and 
out  of  other  subcommittee  hearings,  but  we  haven't  had  to  go  to 
the  Floor. 

Dr.  Spivey,  Dr.  Hessburg,  Dr.  Mertz.  I  believe  the  inspector  gen- 
eral involved  in  this  issue  will  be  returning  shortly.  We  understand 
that,  but  we  will  start  without  him.  I  am  never  quite  sure  of  the 
order  in  which  people  are  listed  on  panels,  but  let  me  follow,  if  I 
might,  the  order  on  the  announced  list  of  witnesses,  and  we  will 
start  with  Dr.  Bruce  Spivey,  executive  vice  president  of  the  Ameri- 
can Academy  of  Ophthalmology. 

As  I  indicated  earlier,  all  of  the  statement  will  be  in  the  record. 
Proceed  as  you  wish,  reading  portions  or  summarizing,  whatever 
you  feel  is  most  effective. 

Dr.  Spivey. 

STATEMENT  OF  BRUCE  E.  SPIVEY,  M.D.,  EXECUTIVE  VICE 
PRESIDENT,  AMERICAN  ACADEMY  OF  OPHTHALMOLOGY 

Dr.  Spivey.  Thank  you,  Mr.  Chairman. 

I  am  an  ophthalmologist,  and  as  you  mentioned,  executive  vice 
president  of  the  American  Academy  of  Ophthalmology.  My  written 
testimony  has  been  submitted. 

The  academy  represents  16,000,  or  95  percent,  of  the  ophthalmol- 
ogists in  the  United  States.  We  are  here  today  to  reaffirm  our  very 
strong  commitment  of  ethical,  quality  medical  care  to  all  our  pa- 
tients. 

We  are  also  here  to  distinguish  ourselves  from  that  very,  very 
small  minority  of  physicians  who  appear  to  place  their  economic 
interests  before  the  needs  of  their  patients.  They  are  not  represent- 
ative of  our  profession,  and  we  are  frustrated  that  these  few  indi- 
viduals taint  the  reputation  of  thousands  of  their  colleagues. 

The  academy  and  the  overwhelming  majority  of  ophthalmologists 
are  dedicated  first  and  foremost  to  serving  the  primary  eye  care 
needs  and  the  medical  and  surgical  needs  of  our  patients. 

Cataract  surgery  is  a  highly  successful  and  useful  procedure. 
When  performed  in  an  ethical,  safe  manner,  it  should  include  pre 
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and  postoperative  care  by  the  surgeon.  When  the  ophthalmologist 
does  not  provide  this  complete  care  to  the  patient,  many  questions 
of  quality  can  and  should  be  raised. 

By  delegating  the  various  phases  of  the  preoperative  evaluation, 
postoperative  management  and  some  of  the  cataract  procedure 
itself  to  those  lacking  the  unique  training  of  an  ophthalmologist, 
and  by  engaging  in  aggressive  marketing  and  advertising,  it  is  pos- 
sible for  an  ophthalmologist  to  achieve  an  extremely  high- volume 
cataract  surgery  practice. 

Incentivizing  employees  who  bring  in  patients  for  cataract  sur- 
gery offends  me,  as  it  does  you.  Volume  in  itself  is  not  bad,  but  we 
are  strongly  opposed  to  selling  cataract  surgery  like  a  commodity, 
and  engaging  in  a  volume  of  surgeries  so  high  that  the  surgeon 
cannot  possibly  provide  care  personally. 

As  you  well  know,  as  a  medical  specialty  society,  we  have  no  au- 
thority to  enforce  these  recommendations,  and  constantly  face  the 
threat  of  potential  antitrust  claims  by  the  FTC,  the  Department  of 
Justice,  and  private  individuals,  when  we  try  to  modify  even  the 
most  aberrant  behavior  of  someone  in  our  profession. 

More  frustrating  is  the  appearance,  in  our  view,  that  one  hand  of 
the  Government  endorses  a  concept  which  the  other  speaks 
against.  For  example,  the  inspector  general's  office  has  been  inves- 
tigating the  economic  and  medical  outcomes  of  certain  cataract 
surgery  practices,  and  seems  to  be  interested  in  ways  to  curb  un- 
warranted volume. 

Meanwhile,  HCFA  appears  to  be  going  forward  with  the  estab- 
lishment of  a  model  cataract  PPO.  We  are  dismayed  to  find  little 
support  among  members  of  this  committee  to  oppose  HCFA's  plan 
to  establish  cataract  PPO's,  that  would  in  effect  bestow  the  Govern- 
ment's seal  of  approval  on  advertising  and  marketing  approaches 
to  cataract  surgery. 

We  understand  the  committee's  reluctance  to  interfere  in  re- 
search projects  launched  by  the  administration.  However,  we  know 
you  wish  to  discourage  these  marketing  tactics,  and  hope  you  will 
not  allow  the  administration  to  go  forward  with  this  demonstration 
project. 

We  would  welcome  your  sending  a  strong,  clear  message  to  phy- 
sicians that  the  production  line  type  of  practice,  which  does  not 
provide  the  quality  of  care  endorsed  by  the  academy  and  this  com- 
mittee, will  not  be  tolerated  under  the  Medicare  program. 

In  conclusion,  Mr.  Chairman,  let  me  assure  you,  we  are  seriously 
committed  to  pursuing  quality  and  ethical  care  for  our  patients. 
We  have  provided  educational  programs  and  materials  to  assist  our 
members,  and  have  cooperated  with  governmental  agencies.  We 
urge  you  to  recognize  our  earnest  efforts  and  to  help  us  maintain 
the  integrity  of  our  profession  by  sending  a  clear  message  that  cat- 
aract production  lines,  fueled  by  advertising  and  marketing  and 
lacking  pre  and  postoperative  care  by  the  surgeon,  will  not  be  tol- 
erated privately,  nor  through  HCFA  funding. 

Thank  you,  and  I  would  be  pleased  to  answer  questions. 

Mr.  Levin.  Thank  you  very  much. 

[The  statement  of  Dr.  Spivey  follows:] 
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STATEMENT 
of  the 

AMERICAN  ACADEMY  OF  OPHTHALMOLOGY 
to  the 
Subcommittee  on  Health 
House  Ways  and  Means  Committee 
June  14,  1990 


Good  morning.     My  name  is  Bruce  Spivey,  M.D.     I  am  an 
ophthalmologist  and  the  Executive  Vice  President  of  the  American 
Academy  of  Ophthalmology.     The  Academy  represents  16,000  or  over 
95%  of  the  ophthalmologists  in  the  United  States.     We  are  here  to 
reaffirm  our  very  strong  commitment  to  ethical,  quality  medical 
care  for  all  our  patients. 

Over  the  last  five  years,  representatives  of  the  Academy  have 
appeared  many  times  before  this  Committee  and  other  Committees  of 
the  House  and  Senate  to  respond  to  questions  and  issues  relating 
to  Medicare  payment  for  cataract  surgery.     Anecdotal  reports 
regarding  apparent  inappropriate  behavior  of  a  few  individuals 
are  often  heard.     We  are  not  happy  with  such  reports,  which  often 
provide  few  facts  but  cast  a  large,  dark  cloud  over  our  specialty 
and  the  public's  perception  of  cataract  surgery. 

A  more  valid  and  appropriate  perception  of  cataract  surgery  and 
ophthalmology  can  be  drawn  from  the  recommendations  of  the 
Academy.     The  Academy  has  consistently  pursued  the  development 
and  implementation  of  a  meaningful  code  of  ethics,  with  the 
guidance  of  the  Federal  Trade  Commission.     We  have  also 
established  preferred  practice  pattern  guidelines  for  providing 
quality  care  to  cataract  patients.     We  believe  these  guidelines 
identify  the  necessary  characteristics  and  components  of  quality 
eye  care.     We  have  actively  encouraged  our  members  to  follow 
these  practices  and  guidelines  and  have  publicized  them  widely. 
They  have  been  reviewed  favorably  by  the  Physician  Payment  Review 
Commission  and  the  Public  Health  Service's  new  Forum  for  Quality 
and  Effectiveness  in  Health  Care. 

As  you  well  know,  as  a  medical  specialty  society,  we  have  no 
authority  to  enforce  these  recommendations,  and  constantly  face 
the  threat  of  potential  antitrust  claims — by  the  FTC,  the 
Department  of  Justice  or  private  individuals — in  trying  to  modify 
even  the  most  aberrant  conduct  within  our  profession. 

We  have  cooperated  with  the  Health  Care  Financing  Administration, 
the  General  Accounting  Office,  the  Office  of  Technology 
Assessment,  and  Inspector  General's  Office  and  Congress  for  many 
years,  to  help  identify  parameters  of  appropriate  and  ethical 
care  in  ophthalmic  surgical  practice.     We  received  the  only 
Inspector  General's  award  to  a  medical  specialty  organization  for 
our  cooperative  efforts. 

We  have  made  recommendations  on  quality  care,  appropriate  pre- 
operative examinations  and  testing,  surgical  and  post-operative 
care,  and  have  provided  information  to  be  used  in  PRO  review. 
These  efforts  generally  have  been  met  by  a  lack  of  support  from 
government  officials  and  an  apparent  lack  of  government  action. 


We  know  that  cataract  surgery  is  a  highly  useful  and  successful 
procedure.     When  performed  in  an  ethical  and  safe  manner,  it 
should  include  pre,  intra-  and  post-operative  care  by  the 
surgeon.     When  an  ophthalmologist  does  not  provide  this  type  of 
complete  care  to  the  patient,  many  questions  of  quality  can  and 
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should  be  raised.     By  delegating  various  phases  of  pre-operative 
evaluation,  post-operative  management,  and  even  some  of  the 
cataract  procedure  itself,  to  those  lacking  the  unique  training 
of  an  ophthalmologist,  and  by  engaging  in  aggressive  marketing 
and  advertising,  it  is  possible  for  an  ophthalmologist  to  achieve 
an  extremely  high  volume  cataract  surgery  practice.     Volume  in 
itself  is  not  necessarily  a  bad  thing.     But,  we  are  strongly 
opposed  to  selling  cataract  surgery  like  a  commodity,  and  to 
engaging  in  a  volume  of  services  so  high  that  the  surgeon  cannot 
possibly  personally  provide  complete  care. 

We  are  here  today  to  separate  ourselves  from  that  very,  very 
small  minority  of  physicians  who  appear  to  place  their  economic 
interests  before  the  needs  of  their  patients.    They  are  not 
representative  of  our  profession,  and  we  are  frustrated  that 
these  few  surgeons  taint  the  reputations  of  thousands  of  their 
colleagues.     The  Academy  and  the  overwhelming  majority  of 
ophthalmologists  are  dedicated,  first  and  foremost,  to  serving 
the  medical  eye  care  needs  of  our  patients. 

Also,  we  recognize  the  concern  felt  by  Members  of  Congress  over 
attention  which  singles  out  for  criticism  a  particular  Medicare 
procedure  or  practitioner.  We  are  just  as  insistent  as  you  are 
that  high  quality  be  maintained. 

It  is  for  these  reasons  that  we  are  confused  and  dismayed  to  find 
little  support  among  Members  of  this  Committee  to  oppose  an 
experiment  by  the  Health  Care  Financing  Administration  to 
establish  cataract  PPOs,  that  would,  in  effect,  bestow  the 
government's  "seal  of  approval"  on  volume-inducing  advertising 
and  marketing  approaches  to  cataract  surgery.     We  understand  the 
Committee's  reluctance  to  interfere  in  research  projects  launched 
by  the  Administration.     However,  we  know  you  wish  to  discourage 
these  volume -inducing  and  potentially  aberrant  tactics,  and  we 
hope  you  will  not  allow  the  Administration  to  go  forward  with 
this  demonstration  project.     We  would  welcome  your  sending  a 
strong,  clear  message  to  physicians  that  the  production-line  type 
of  practice,  which  does  not  provide  the  quality  of  care  endorsed 
by  the  Academy  and  this  Committee,  will  not  be  tolerated  under 
the  Medicare  program. 

In  its  current  draft  design,  HCFA's  cataract  PPO  is  patterned 
somewhat  after  its  PPO  for  heart  by-pass  surgery.     The  literature 
for  heart  surgery  appears  to  indicate  that  centers  which  perform 
greater  numbers  of  by-pass  surgeries  tend  to  have  better 
outcomes.     For  heart  surgery,  these  outcomes  are  measured  by 
morbidity  and  mortality. 

However,  for  modern  cataract  surgery  with  the  intraocular  lens 
implant,  a  high  and  comparable  success  rate  is  achievable  by 
competent  ophthalmologists.     Volume  is  not  the  issue. 
Unnecessary,  inappropriate  or  unwanted  surgery  is  the  issue.  Our 
concern  is  with  the  time  which  should  be  spent  by  the  surgeon 
with  each  patient  in  the  pre-operative  evaluation,  in  determining 
the  patient's  lifestyle  needs  and  desire  for  surgery,  the  medical 
appropriateness  of  the  proposed  surgery,  the  surgeon's 
performance  of  the  procedure,  and  in  the  delivery  of  post- 
operative care--as  we  indicate  in  our  practice  guidelines. 

HCFA's  cataract  PPO  draft  design  contemplates  cataract  surgical 
centers  which  will  accept  reduced  prices  in  return  for  the 
opportunity  to  draw  a  large  volume  of  patients  through 
inducements  that  are  currently  illegal  or  not  allowed  under 
Medicare,  such  as  waiving  the  co-insurance  and  deductibles, 
providing  free  transportation,  advertising  to  patients  and  other 
health  care  providers,  and  providing  free  eyeglasses.     We  believe 
this  absolutely  will  create  overnight  a  cadre  of  million-dollar 
cataract  centers  with  the  government's  "seal  of  approval". 
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In  our  view,  one  hand  of  the  government  endorses  a  concept  which 
the  other  speaks  against.     For  example,  the  Inspector  General's 
Office  has  been  investigating  the  economic  and  medical  outcomes 
of  aberrant  cataract  surgery  practices,  and  seems  to  be 
interested  in  ways  to  curb  unwarrented  volume.     Meanwhile,  HCFA 
is  considering  going  forward  with  the  establishment  of  a  model 
cataract  PPO. 

We  hope  you  will  stop  this  proposed  cataract  PPO  project.     For  if 
it  is  not  stopped,  we  feel  you  will  institutionalize  the  very 
behavior  which  most  ophthalmologists  and  other  physicians  decry. 
You  have  the  opportunity  now  to  prevent  HCFA  from  spending  any 
funds  to  start  this  project,  and  we  urge  you  to  act  swiftly. 


In  conclusion,  let  me  assure  you  that  we  are  seriously  committed 
to  pursuing  quality,  ethical  care  for  our  patients.    We  have 
developed  educational  programs  and  materials  to  assist  our 
members,  and  have  cooperated  with  government  agencies.    We  urge 
you  to  recognize  our  earnest  efforts,  and  to  help  us  to  maintain 
the  integrity  of  our  profession  by  sending  a  clear  message  that 
cataract  production-: lines ,  fueled  by  advertising  and  marketing, 
and  lacking  pre-  and  post-operative  care  by  the  surgeon- -will  not 
be  tolerated,  privately,  or  through  HCFA  funding. 

Thank  you  for  this  opportunity  to  express  our  views.     I  will  be 
happy  to  answer  your  questions. 
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Mr.  Levin.  Dr.  Hessburg. 

STATEMENT  OF  PHILIP  C.  HESSBURG,  M.D.,  GROSSE  POINT  PARK, 
MICH.,  MEMBER,  SCIENTIFIC  ADVISORY  BOARD,  AMERICAN  SO- 
CIETY OF  CATARACT  AND  REFRACTIVE  SURGERY,  ACCOMPA- 
NIED BY  JERALD  A.  JACOBS,  GENERAL  COUNSEL 

Dr.  Hessburg.  Mr.  Chairman,  members  of  the  committee,  I  am 
Philip  Hessburg.  I  am  an  ophthalmologist  in  Michigan.  I  am 
pleased  to  have  this  opportunity  to  present  the  views  of  the  Ameri- 
can Society  of  Cataract  and  Refractive  Surgery  as  the  subcommit- 
tee considers  Medicare  issues,  including  utilization  of  physicians' 
services  for  cataract  surgery. 

I  am  accompanied  today  by  Jerald  A.  Jacobs,  general  counsel  of 
ASCRS,  who  has  advised  our  organization  on  Medicare  issues  for 
many  years. 

There  are  a  number  of -aspects  of  cataract  surgery  that  I  will  ad- 
dress. They  include  rates  xjf  utilization,  the  extent  of  unnecessary 
cataract  procedures,  and  the  well-publicized  high  volume  practices. 

First,  utilization.  Dr.  Lee  of  the  Physician  Payment  Review  Com- 
mission reported  to  the  subcommittee  at  a  hearing  on  May  3  that 
cataract  surgery  utilization  seems  to  be  leveling  off.  It  may  well  be 
that  we  are  running  out  of  eyes. 

Advanced  surgical  procedures  and  excellent  intraocular  lenses 
became  widely  available  only  during  the  past  20  years.  Elderly  pa- 
tients who  previously  might  have  delayed  or  avoided  cataract  sur- 
gery became  convinced  of  its  safety  and  its  enormous  benefit 
during  the  1980's.  It  is  unlikely  much  of  a  backlog  exists. 

Our  members  are  already  beginning  to  see  a  decay  in  cataract 
surgery.  As  to  unnecessary  cataract  procedures,  the  Cataract  Socie- 
ty regards  it  unlikely  that  large  numbers  of  patients  with  good 
vision  and  no  cataract  whatsoever  are  being  induced  by  physicians 
into  surgery. 

Physicians  would  be  guilty  of  criminal  assault  and  battery.  They 
would  risk  and  deserve  loss  of  their  licenses,  disbarment  from  Med- 
icare, criminal  fines  and  jail  terms. 

An  incidental  preliminary  finding  of  recent  research  at  Johns 
Hopkins  on  patients'  benefits  from  cataract  surgery  is  of  signifi- 
cance. In  that  study,  patient  records  of  a  large  and  valid  sampling 
were  examined.  The  patients  were  interviewed  repeatedly  to  cor- 
roborate the  physicians'  independent  diagnoses,  and  assessments  of 
outcome. 

The  Johns  Hopkins  study  shows  significant  improvement  in 
vision  and  lifestyles  in  every  case  reviewed.  This  finding  is  incon- 
sistent with  unnecessary  cataract  surgery  occurring  to  any  large 
extent. 

Please  do  not  misunderstand  me,  unnecessary  cataract  surgery  is 
occurring,  perhaps  frequently,  but  that  unnecessary  cataract  sur- 
gery is  likely  confined  to  a  very  small  minority  of  ophthalmology 
practice. 

I  have  with  me  the  records  of  two  recent  cases  in  which  the  pa- 
tients came  for  second  opinions,  having  been  advised  elsewhere 
that  cataract  surgery  was  indicated.  In  both  instances,  patients  had 
good  vision  with  modest  cataracts  of  no  clinical  significance. 
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For  their  original  ophthalmologist  to  operate  on  these  patients 
would  have  been  unnecessary  surgery  in  the  opinion  of  virtually 
every  other  ophthalmologist.  We  need  more  data  before  recom- 
mending correctives.  Unnecessary  cataract  surgery  is  occurring.  I 
believe  the  level  is  a  significant  one  in  some  cases,  but  relatively 
rare  through  ophthalmology  practice.  It  must  be  stopped. 

High-volume  cataract  surgery  within  the  membership  of  the  Cat- 
aract Society,  the  average  physician  performs  just  over  four  cata- 
ract procedures  per  week.  High-volume  practices  are  very  much 
the  exception.  The  Cataract  Society  does  not  condone  high-volume 
cataract  surgery  per  se,  and  it  urges  the  Government  not  to  do  so, 
either. 

Instead,  consider  when  patients  receive  optimum  medical  care  in 
the  high-volume  setting  and  whether  some  high-volume  practices 
use  marketing  tactics  which  encourage  overutilization. 

Medicare  patients  must  receive  the  best  possible  care.  If  crucial 
preoperative  study  by  the  physician  is  rushed  or  diminished  in  the 
high-volume  practice,  or  if  the  surgeon  delegates  some  of  this  intri- 
cate surgical  procedure  or  postoperative  medical  care  to  others 
with  lesser  training,  then  action  should  be  taken  to  correct  those 
situations. 

Every  patient  deserves  the  optimum  care  that  the  Medicare  pro- 
gram pays  for.  If  high-volume  cataract  practices  engage  in  market- 
ing or  promotion  that  induces  overutilization,  if  they  push  or  rush 
patients  who  are  borderline  candidates,  or  for  whom  cataract  sur- 
gery could  be  delayed  or  not  even  elected,  then  those  promotion  ac- 
tivities must  also  be  stopped. 

High-pressure  sales  tactics  are  inconsistent  with  ethical  medical 
practice  and  abhorrent  to  the  Cataract  Society. 

What  is  needed  may  not  be  further  Government  regulation,  the 
PRO  precertification  program  has  not  been  affected,  mandatory 
second  opinions  could  be  doomed  to  a  similar  fate.  Studies  have 
shown  second  opinions  do  not  identify  and  correct  deficiencies,  they 
only  provide  billing  opportunities  for  the  opinion-givers. 

There  are  things  that  can  be  done  to  deal  with  both  overutiliza- 
tion and  high-volume  practices.  The  present  Medicare  fraud  and 
abuse  law  is  a  powerful  tool.  It  prohibits  providers  from  giving  any- 
thing of  value  to  induce  the  use  of  Medicare-reimbursed  services.  It 
bans  free  vision  screenings  at  nursing  homes  or  elsewhere  when 
they  are  used  to  identify  potential  cataract  surgery  patients. 

It  outlaws  free  transportation,  free  food,  and  other  inducements 
if  they  make  a  difference  in  the  patient's  decision  to  seek  ophthal- 
mologic care.  The  fraud  and  abuse  law  prescribed  a  promise  to 
send  the  patient  back  to  the  referring  professional  for  Medicare-re- 
imbursed care  in  return  for  the  original  referral. 

The  law  is  on  the  books;  it  has  not  been  enforced,  nor  even  publi- 
cized. Congress  passed  broad  Medicare  fraud  and  abuse  law  because 
inducments  lead  to  overutilization  and  ultimately,  they  are  bad 
policy  because  ultimately  they  are  paid  by  the  taxpayer. 

Congress  must  take  further  steps  if  it  wants  the  law  enforced 
and  publicized.  The  Cataract  Society  has  been  vigorous  in  educat- 
ing ophthalmologists  about  the  law. 
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I  am  submitting  a  volume  containing  some  19  communications 
that  we  have  made  with  our  membership  since  1982  on  fraud  and 
abuse,  originated  by  the  Cataract  Society's  attorneys. 

Another  source  of  overutiUzation  or  possible  overutilization  in 
high-volume  practices  relates  to  advertising.  The  first  amendment 
guarantees  the  right  of  free  speech,  but  it  is  unlikely  the  first 
amendment  requires  tolerance  for  slick  ads  that  glamorize  cataract 
surgeons  that  oversell  the  benefits,  that  undersell  the  contraindica- 
tions or  alternatives  or  complications  of  cataract  surgery. 

Some  campaigns  trivialize  this  intricate  and  not  entirely  risk- 
free  surgical  procedure  to  the  point  of  comparing  it  with  a  mani- 
cure  or  massage.  The  Government  pays  the  bill,  not  only  for  the 
cataract  surgery,  but  ultimately  for  the  advertising  as  well. 

Advertising  is  not  necessarily  wrong.  Many  members  of  the  Cata- 
ract Society  already  engage  in  sort  of  media  advertising.  Advertis- 
ing can  inform  the  patients  of  options,  can  enhance  competition  in 
Medicare.  But  whether  unrestricted  and  unrestrained  advertising 
should  be  permitted  for  surgery  reimbursed  by  Medicare  is  a 
matter  of  serious  consideration  by  the  Congress. 

For  its  part,  the  Cataract  Society  supports  a  legislative  ban  or 
other  limitations  on  advertising  of  cataract  surgery  services  to  the 
Medicare  population. 

Finally,  there  is  the  huge  embarrassment  of  the  Government's 
high-volume  cataract  proposal,  the  cataract  surgery  alternative 
payment  demonstration.  Medicare  authorities  are  setting  out  to 
prove  the  obvious.  Some  ophthalmology  practices  will  accept  lower 
Medicare  reimbursement  if  they  are  guaranteed  high-volume.  An 
obscure  reference  in  the  Federal  Register  led  to  500  inquiries  from 
those  who  would  consider  participating. 

A  Government  concern  with  overutilization  of  cataract  surgery 
should  not  be  engaged  in  a  test  project  premised  on  high  volume. 
The  Cataract  Society  believes  the  volume  of  cataract  surgery  will 
actually  drop  in  further  years.  It  urges  further  study  on  the  unnec- 
essary cataract  surgery  occurring  in  some  practices  so  it  can  be 
stopped. 

The  Cataract  Society  urges  high-volume  cataract  surgery  prac- 
tices be  condemned,  not  high  volume,  per  se,  but  less  than  opti- 
mum care  or  for  use  of  illegal  inducements,  screens,  transportation, 
referral  exchanges  are  illegal,  and  should  be  addressed  by  the  Gov- 
ernment. 

Advertising  should  be  curtailed.  We  urge  the  planned  PPO 
project  be  abandoned.  Thank  you. 
Mr.  Levin.  Thank  you  very  much. 
[The  statement  of  Dr.  Hessburg  follows:] 
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Mr.  Chairman  and  Members  of  the  Subcommittee,  I  am 
pleased  to  have  this  opportunity  to  present  the  views  of  the 
American  Society  of  Cataract  and  Refractive  Surgery  as  the 
Subcommittee  considers  Medicare  issues,   including  utilization 
of  physicians'  services  for  cataract  surgery.     I  am 
accompanied  today  by  Jerald  A.  Jacobs,  General  Counsel  of 
ASCRS,  who  has  advised  our  organization  on  Medicare  issues 
for  many  years.     I  will  keep  my  remarks  brief  and  to-the- 
point . 

The  Cataract  Society  is  an  association  of  nearly  5,000 
ophthalmologists  who  are  specially  interested  in  cataract 
surgery;  it  is  the  largest  such  organization  in  the  world. 
Since  cataract  surgery  is  the  most-reimbursed  surgical 
procedure  in  the  Medicare  program,  the  views  of  the  Cataract 
Society  may  be  particularly  pertinent  to  the  issues  being 
considered  by  this  Subcommittee. 

To  set  the  stage  for  the  Cataract  Society's  views  on  the 
volume  of  Medicare-reimbursed  cataract  surgery,  and  for  the 
Society's  recommendations  related  to  volume,  I  would  like  to 
clarify  several  issues  that  are  sometimes  misunderstood. 

First,  the  modern  cataract  procedure  is  complex  and 
intricate;  it  is  not  "lunch  hour"  surgery.     Advances  in 
surgical  technique,   instrumentation  and  intraocular  lenses 
implants  have  greatly  improved  the  safety  and  effectiveness 
of  the  procedure;  but  it  is  not  "quick  and  easy".  The 
procedure  is  predicated  upon  careful  diagnosis  and  patient 
preparation.     The  surgery  itself  is  performed  under  a 
microscope,  with  an  expensive  array  of  microsurgical 
instruments  and  sophisticated  devices.     It  is  always 
intensive.     Government  data  have  shown  that  opening-to- 
closing  time  averages  nearly  an  hour.  Post-operative 
management  requires  great  attention  to  detail  and  can  be 
arduous.     Ophthalmologists  must  apply  their  highest  skills 
and  best  medical  judgment  to  achieve  optimum  vision  results 
for  the  patient. 

Secondly,  cataract  surgery  is  no  longer  "overpriced",  if 
it  ever  was.     Cataract  surgery  is  the  only  Part  B  service 
that  has  had  its  Medicare  reimbursement  reduced  in  each  of 
the  last  four  Congressional  budget  reconciliation  efforts. 
Medicare's  basic  global  fee  to  the  surgeon  has  been  cut  by  up 
to  twenty-seven  percent  and  will  be  cut  further  as  the 
resource-based  relative  value  scale  is  phased-in.  Payment 
for  the  A-scan  diagnostic  procedure  in  cataract  surgery  has 
been  reduced;  post-operative  care  by  the  operating  physician 
is  no  longer  separately-reimbursed;  the  use  of  physician 
assistants-at-surgery  has  been  eliminated;  anesthesiologists' 
compensation  has  been  cut  in  half;  increases  in  ambulatory 
surgery  center  facility  fees  and  intraocular  lens  fees  have 
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been  slowed.  Cataract  surgery  has  been  treated  as  the  "sore 
thumb"  of  Part  B;  that  treatment  is  no  longer  justified. 

Finally,  cataract  surgery  is  enormously  beneficial  to 
patients.     The  Cataract  Society  is  proud  to  have  supported  an 
independent  scientific  study  of  patient  benefits  from 
cataract  surgery  conducted  by  the  Johns  Hopkins  University 
School  of  Hygiene  and  Public  Health.     Preliminary  reports  of 
the  study  are  just  becoming  available.     They  are  very 
significant.     For  one  thing,  Johns  Hopkins  developed  a 
methodology  for  measuring  the  outcome  to  the  patient  and  thus 
the  real  value  of  what  Medicare  pays  for.     This  methodology 
can  be  applied  to  any  physician  service.     With  respect  to 
cataract  surgery,  Johns  Hopkins  found  that  virtually  all 
patients  achieve  dramatic  improvement  not  just  in  their 
visual  acuity  but  also  in  their  productivity,  their 
attitudes,  their  lifestyles.     Whatever  else  can  be  said  about 
cataract  surgery,   it  is  clear  that  the  procedure  works 
remarkably  well. 

In  the  context  of  an  intricate  surgical  procedure,  that 
has  had  Medicare  reimbursement  lowered  repeatedly,  and  that 
provides  unquestionable  benefit  to  Medicare  beneficiaries, 
how  should  this  Subcommittee  react  to  concerns  about  the 
volume  of  cataract  procedures  being  performed?    We  submit 
that  it  should  react  very  carefully  but  also  very 
deliberately.     There  certainly  are  abuses,  as  pointed  out  so 
dramatically  in  the  series  of  articles  in  The  Detroit  News 
earlier  this  year.     Those  abuses  can  be  curtailed  or 
eliminated  by  the  program  that  I  will  propose  today. 

There  are  a  number  of  aspects  of  the  volume  of  cataract 
surgery  that  I  will  address  in  turn.     They  include  the 
program-wide  rates  of  utilization,  the  extent  of 
"unnecessary"  cataract  procedures,  and  the  well-publicized 
high-volume  practices. 

With  respect  to  overall  utilization.  Dr.  Lee  of  the 
Physician  Payment  Review  Commission  reported  to  the 
Subcommittee  at  a  hearing  on  May  3  that  cataract  surgery 
utilization  seems  to  be  leveling  off.     It  may  well  be,  as  the 
Chairman  noted  then,   that  we  are  "running  out  of  eyes".  More 
advanced  surgical  procedures  and  intraocular  lenses  became 
widely  available  only  during  the  past  ten  years.     Many  of  the 
elderly  who  previously  might  have  delayed  or  avoided  cataract 
surgery  became  convinced  of  its  relative  safety  and  enormous 
benefit  during  the  1980s;  it  is  unlikely  that  much  more  of  a 
backlog  exists.     Health  Coverage  Strategies,   Incorporated,  in 
a  1987  report  to  intraocular  lens  manufacturers,  disputed 
predictions  of  substantially  increasing  volumes  of  cataract 
surgery  offered  by  the  Medicare  authorities  to  your 
Subcommittee  in  1985  hearings.     The  consulting  firm  said  that 
the  backlog  of  untreated  cataracts  would  be  eliminated  by 
1990  and  that  the  annual  volume  of  cataract  surgery  would 
then  drop  considerably  and  stabilize  in  the  1990s.  ASCRS 
concurs;  and  its  members  are  already  beginning  to  see  a  decay 
in  cataract  surgery  patient  volume  overall. 

As  to  so-called  "unnecessary"  cataract  procedures,  there 
has  been  far  more  rhetoric  than  fact  communicated  on  this 
subject.     The  Cataract  Society  regards  it  as  unlikely  that 
large  numbers  of  patients  with  normal  vision  and  no  condition 
of  cataract  whatsoever  are  being  induced  by  physicians  into 
undergoing  invasive  eye  surgery.     Physicians  would  be  guilty 
of  criminal  assault  and  battery  in  any  state;  they  would 
risk,  and  would  certainly  deserve,   loss  of  their  licenses  and 
disbarment  from  Medicare  as  well  as  criminal  fines  and  jail 
terms.     If  even  a  single  instance  of  truly  unnecessary 
cataract  surgery  comes  to  the  attention  of  the  authorities. 
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it  should  of  course  be  prosecuted  to  the  full  extent  of  the 
law. 

An  incidental  preliminary  finding  of  the  Johns  Hopkins 
study  that  is  of  significance  in  addressing  the  issue  of 
unnecessary  cataract  surgery.     In  that  study  actual  patient 
records  of  a  large  and  valid  sampling  were  examined.  The 
patients  were  then  each  interviewed  repeatedly  to  corroborate 
the  physicians'  independent  diagnoses,  prognoses  and 
assessments  of  surgical  outcomes.     The  preliminary  results  of 
the  Johns  Hopkins  study  showed  significant  improvement  in 
vision  and  lifestyles  for  virtually  every  case  reviewed  in 
the  sample.     This  finding  is  inconsistent  with  a  conclusion 
that  "unnecessary"  cataract  surgery  is  occurring  to  any  large 
or  measurable  extent  on  an  overall  nationwide  basis. 

The  real  controversy  over  "unnecessary"  cataract  surgery 
concerns  when  the  procedure  should  be  performed  for  patients 
with  the  demonstrable  condition  of  cataract,   i.e.,  an  opacity 
of  the  crystalline  lens  of  the  eye.     It  is  generally  agreed 
that  the  measurement  of  reduced  visual  acuity  must  not  be  the 
sole  criterion  for  determining  whether  the  surgery  should  be 
performed.     Only  if  there  is  significant  impairment  to  the 
patient's  functional  vision,  taking  into  account  the 
patient's  lifestyle  and  need  for  improved  vision,  should 
surgery  be  recommended,  and  then  only  if  it  is  not  contra- 
indicated  by  other  medical  factors.     This,  of  course, 
involves  a  somewhat  subjective  evaluation.     One  physician 
could  disagree  with  another  on  the  best  timing  for  the 
procedure,  assuming  that  the  patient  lives  long  enough  and  it 
must  eventually  be  performed.     Norms  and  criteria  are 
available  to  assist  in  these  determinations;  they  are  already 
utilized  by  PROs  nationwide.     Ophthalmology  residency 
programs  and  physician  organizations  such  as  the  Cataract 
Society  must  continue  to  foster  knowledge  and  encourage 
prudence  in  this  area.     Equally  important,  though,   is  that 
the  press,  the  government  and  ophthalmology  organizations 
themselves  not  jump  to  the  conclusion  that  a  physician  is 
performing  "unnecessary"  cataract  surgery  when  it  has  been 
elected  by  a  patient  in  circumstances  that  meet  the  criteria 
even  though  surgery  might  be  considered  "premature"  by 
another  physician. 

Please  do  not  misunderstand  me.     Unnecessary  cataract 
surgery  is  occurring,  perhaps  frequently.     But  that 
unnecessary  cataract  surgery  is  likely  confined  to  a  small 
minority  of  ophthalmology  practices.     For  example,  I  have 
with  me  today  the  records  of  two  recent  cases  in  which  the 
patients  came  to  me  for  second  opinions,  having  been  advised 
by  their  original  ophthalmologists  that  cataract  surgery  was 
indicated.     In  both  instances,  the  patients  had  2  0/20  vision 
with  modest  cataracts  of  no  clinical  significance.     For  their 
original  ophthalmologists  to  have  operated  on  these  patients 
would  clearly  have  been  unnecessary  surgery  in  the  opinion  of 
virtually  any  other  ophthalmologist,  all  of  whom  I  note,  in 
whatever  sub-specialty  branch  they  practice,  are  trained  and 
expert  in  determining  if  clinically  significant  cataracts  are 
present . 

In  conclusion  as  to  unnecessary  cataract  surgery,  what 
is  clear  is  that  we  need  more  data  before  recommending 
correctives.     But  we  must  not  ignore  the  problem. 
Unnecessary  cataract  surgery  is  occurring  at  some  level;  I 
believe  the  level  is  a  significant  one  in  some,  but 
relatively  few,  ophthalmology  practices.     It  must  be  stopped. 

Finally,  with  respect  to  high-volume  cataract  surgery, 
this  is  also  not  a  simplistic  situation.     Within  the 
membership  of  the  Cataract  Society,  the  average  physician 
performs  just  over  four  cataract  procedures  per  week. 
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according  to  a  1989  survey  conducted  for  a  sister 
organization  by  Campbell  Communications.  High-volume 
practices  of  1,000  procedures  per  year  or  more  are  very  much 
the  exception,  not  the  norm.     The  Cataract  Society  does  not 
condemn  high-volume  cataract  surgery  per  se;  and  it  urges  the 
government  not  to  do  so  either.     Instead,  consideration 
should  be  given  to:   (1)  whether  patients  receive  optimum 
medical  care  in  the  high-volvune  setting,  and  (2)  whether  some 
high-volume  practices  use  marketing  techniques  which 
encourage  over-utilization. 

First  and  foremost.  Medicare  patients  must  receive  the 
best  possible  care  from  their  ophthalmologists.     If  crucial 
pre-operative  study  by  the  physician  is  rushed  or  diminished 
in  the  high-volume  practice,  or  if  the  surgeon  delegates  part 
of  this  intricate  surgical  procedure  or  post-operative 
medical  care  to  others  with  lesser  training  or  experience, 
then  action  should  be  taken  to  identify  and  correct  those 
situations.     Every  patient  deserves  the  optimum  care  that  the 
Medicare  program  pays  for. 

Also,   if  high-volume  cataract  surgery  practices  engage 
in  marketing  and  promotion  that  result  in  over-utilization  — 
if  they  "push"  or  rush  patients  through  the  process  who  are 
"borderline"  candidates  or  for  whom  surgery  would  otherwise 
likely  be  delayed  or  not  even  elected  —  then  those  marketing 
and  promotion  activities  must  also  be  stopped.  High-pressure 
sales  tactics  by  physicians,  by  their  nurses  or  other  agents 
or  by  their  patients  are  absolutely  inconsistent  with  ethical 
medical  practice  and  are  extremely  abhorrent  to  the  Cataract 
Society. 

What  is  needed  here,  though,  may  not  be  further 
government  regulation.     I  regret  that  the  Cataract  Society 
disagrees  with  the  American  Academy  of  Ophthalmology  on  this 
point.     The  PRO  pre-certification  program  has  not  been 
effective  in  relation  to  its  cost;  mandatory  second  opinions 
called  for  by  the  Academy  could  be  doomed  to  a  similar  fate. 
Studies  have  consistently  shown  that  second  opinions  do  not 
serve  to  identify  and  correct  deficiencies  in  diagnosis;  they 
only  provide  billing  opportunities  for  the  physicians  who 
give  the  second  opinions.     Voluntary  second  opinion  programs 
involving  randomly-selected  physicians  may  be  worth 
exploring;  mandatory  ones  are  not  and  add  yet  another  layer 
of  bureaucratic  expense. 

There  are  things  that  can  be  done  effectively  without 
more  regulation  to  deal  with  the  over-utilization  that  may 
occur  in  some  high-volume  cataract  surgery  practices. 

The  present  Medicare  fraud  and  abuse  law  is  a  broad  and 
powerful  tool.     It  absolutely  prohibits  providers  from  giving 
anything  of  value  to  induce  the  use  of  Medicare-reimbursed 
services.     It  unquestionably  bans  free  vision  screenings  at 
nursing  homes  or  elsewhere  when  they  are  used  to  identify 
potential  cataract  surgery  patients.     Since  an  examination 
has  monetary  value  to  the  patient,  providing  it  "free"  is 
equivalent  to  a  bribe  when  used  to  build  surgical  volume. 
The  law  also  definitely  outlaws  free  transportation,  free 
food  and  other  such  inducements  if  they  make  a  difference  in 
patients'  decisions  to  seek  ophthalmologic  care.  Perhaps 
most  important  of  all,  according  to  the  decided  legal  cases, 
the  Medicare  fraud  and  abuse  law  clearly  proscribes  the 
promise  to  send  a  patient  back  to  the  referring  professional 
for  Medicare-reimbursed  post-operative  care  or  other  care  in 
return  for  the  original  referral  or  for  other  referrals.  The 
Cataract  Society  believes  that  some  high-volume  cataract 
surgery  practices  rely  upon  just  such  illegal  promises. 
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The  law  is  on  the  books;  but  it  has  not  been  enforced  in 
these  areas  at  all.     Indeed,  the  law  has  not  even  been 
interpreted  and  publicized  on  these  points.     The  fraud  and 
abuse  "safe  harbor"  regulations  are  not  expected  to  address 
inducements  and  referral  exchanges,  although  the  Cataract 
Society  has  urged  the  Inspector  General  of  HHS  to  do  so.  We 
realize  that  the  government  has  limited  enforcement  resources 
available.     But  it  may  also  be  that,  as  we  once  saw  with  the 
reluctance  of  the-Administration  to  condemn  waivers  of 
patient  co-payment  obligations,  the  government  is  ambivalent 
about  attacking  free  screenings,  free  transportation  and 
other  inducements  because  they  can  be  seen  as  benefitting 
individual  patients  even  though  they  substantially  burden  the 
Medicare  program  as  a  whole  by  stimulating  over-utilization. 

Congress  passed  the  broad  Medicare  fraud  and  abuse  law 
because  inducements  lead  to  over-utilization  and  are 
ultimately  paid  by  the  taxpayer.     Congress  must  take  further 
steps  if  it  wants  the  law  enforced,  interpreted  and 
publicized. 

The  Cataract  Society,   for  its  part,  has  already  been 
extremely  vigorous  in  educating  ophthalmologists  about  the 
Medicare  fraud  and  abuse  laws.     I  am  submitting  on  behalf  of 
the  Society  today  a  volume  containing  some  of  the  written 
communications  on  Medicare  fraud  and  abuse  that  ASCRS  has 
originated.     Note  that  some  of  these  communications  have  even 
been  used  by  the  government  as  aids  in  understanding  this 
complex  area  of  law. 

But  education  by  the  Cataract  Society  and  other 
physician  groups  is  hardly  a  complete  solution.  The 
government  must  also  begin  to  move  in  this  area.     Until  the 
Inspector  General  of  HHS  speaks  clearly  and  loudly  about  the 
illegality  of  inducements  and  referral  promises,  and  begins 
to  penalize  those  who  flaunt  the  present  law,  these  practices 
are  likely  to  continue  and  increase. 

Another  source  of  possible  over-utilization  in  high- 
volume  cataract  surgery  practices  is  unfair  and  excessive 
advertising  by  physicians,  clinics,  hospitals  and  ambulatory 
surgery  centers.     The  First  Amendment  guarantees  the  right  of 
free  speech,   including  commercial  speech.     But  the  Cataract 
Society  believes  it  is  unlikely  that  the  First  Amendment 
requires  tolerance  for  slick  ads  that  unfairly  glamorize 
cataract  surgeons  and  that  oversell  the  benefits  and 
undersell  the  contra-indications  of  cataract  surgery.  Some 
campaigns  trivialize  this  intricate  and  not  entirely  risk- 
free  surgical  procedure  to  the  point  of  comparing  it  with 
manicures  or  massages.     And  the  government  pays  the  bill,  not 
only  for  the  cataract  surgery,  but  also,  ultimately,  for  the 
cost  of  the  advertising. 

The  Cataract  Society  is  itself  developing  guidelines  for 
appropriate  advertising  of  cataract  surgery  by  its  members. 
Those  guidelines  necessarily  must  be  voluntary  ones.  They 
can  only  address  the  avoidance  of  false  and  deceptive 
advertising  of  cataract  surgery.     As  a  private  organization, 
the  Society  would  incur  serious  legal  risks  if  it  did  more 
than  that. 

Advertising  of  cataract  surgery  is  not  necessarily  wrong 
either  in  principle  or  in  practice.     Many  members  of  the 
Cataract  Society  already  engage  in  some  form  of  media 
advertising.     Advertising  can  inform  patients  of  options  and 
enhance  competition  in  medical  care.     But  whether 
unrestricted  and  unrestrained  advertising  should  be  permitted 
for  cataract  surgery  that  is  reimbursed  by  Medicare  is  a 
policy  matter  worthy  of  serious  consideration  by  the 
Congress.     For  its  part,  the  Cataract  Society  supports  a 
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legislative  ban  or  other  limitation  on  advertising  of 
cataract  surgery  services  to  Medicare  populations. 

Finally  there  is  the  huge  embarrassment  of  the 
government's  own  high-volume  cataract  surgery  proposal,  the 
PPO  project  or,  officially,  the  "Cataract  Surgery  Alternative 
Payment"  demonstration.     We  strongly  believe  that  the 
Medicare  authorities  are  setting  out  to  prove  the  obvious  — 
that  some  ophthalmology  practices  will  accept  lower  Medicare 
reimbursement  if  they  are  guaranteed  high  patient  volume.  An 
obscure  reference  to  the  proposal  in  the  Federal  Register 
last  year  led  to  over  500  inquiries  from  those  who  would 
consider  participating.     As  a  policy  matter,  a  government 
that  should  be  concerned  with  over-utilization  of  cataract 
surgery  should  not  be  engaged  in  even  a  test  project  premised 
on  high-volume  practice.     The  Cataract  Society  was  the  first 
organization  to  speak  out  against  this  PPO  project.  We 
remain  soundly  opposed.     We  are  astonished  that,  like  so  many 
government  programs,  the  PPO  project  seems  to  have  vitality 
beyond  all  reason. 

In  conclusion,  Mr.  Chairman  and  members  of  the 
Subcommittee,  the  Cataract  Society  urges  that  the  government 
and  the  press  consider  cataract  surgery  issues  in  their 
proper  context  —  the  procedure  is  most  complex,  its 
reimbursement  has  already  been  greatly  reduced,  even  though 
its  benefits  are  truly  fantastic.     The  Cataract  Society 
believes  that  the  overall  volume  of  cataract  surgery,  which 
is  already  showing  signs  of  stabilization,  will  actually  drop 
in  future  years.     It  urges  further  study  into  the 
"unnecessary"  cataract  surgery  occurring  in  some  practices  so 
that  it  can  be  identified  and  stopped.     The  Cataract  Society 
urges  that  high-volume  cataract  surgery  practices  be 
condemned  not  for  high-volume  per  se  but  for  less  than 
optimum  care  or  for  use  of  illegal  inducements.  High-volume 
practices  should  be  condemned  when  they  exhibit  either  of 
these  repugnant  characteristics  —  reduction  by  cataract 
surgery  practices  of  the  care  for  which  Medicare  pays,  or 
pressure  by  physicians,  their  staff  or  their  patients  to 
submit  to  this  elective  procedure.  Screenings, 
transportation,  referral  exchanges  and  excessive  marketing 
all  deserve  close  attention.     Advertising  should  certainly  be 
curtailed.     We  urge  that  the  planned  PPO  project  be  abandoned 
forthwith . 

There  is  a  lot  to  praise  in  cataract  surgery.     One  can 
obtain  testimonials  from  virtually  any  of  the  millions  of 
elderly  patients  whose  lives  have  been  enhanced,  enriched  and 
rejuvenated  by  improved  vision  resulting  from  the  procedure. 
But  we  recognize  that  too  much  of  this  good  thing  may  also  be 
beyond  the  means  of  the  Medicare  program.     So  we  urge  that 
the  Subcommittee  focus  upon  over-utilization,  not  takes  steps 
that  threaten  appropriate  utilization  of  the  procedure.  The 
Cataract  Society  would  be  very  pleased  to  assist  the 
Subcommittee  toward  that  goal . 

Thank  you. 

[An  attachment  supplied  will  be  retained  in  the  Committee's  files:] 
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Mr.  Levin.  Dr.  Mertz. 

STATEMENT  OF  RICHARD  C.  MERTZ,  JR,  M.D.,  MEDICAL  DIREC- 
TOR, METROPOLITAN  EYE  CENTER  AND  OUTPATIENT  SURGI- 
CAL FACILITY,  ST.  CLAIR  SHORES,  MICH. 

Dr.  Mertz.  Mr.  Chairman  and  members  of  the  subcommittee,  I 
am  Dr.  Richard  C.  Mertz,  Jr.  I  appreciate  the  opportunity  to  testify 
before  you. 

I  am  an  ophthalmologic  surgeon  specializing  in  cataract  and  lens 
implantation  surgery  and  the  director  of  the  Metropolitan  Eye 
Center  and  Outpatient  Surgical  Facility  in  St.  Clair  Shores,  Mich.  I 
am  also  a  physician  reviewer  for  the  Michigan  Peer  Review  Orga- 
nization and  a  member  of  their  educational  advisory  panel. 

I  would  like  to  address  the  concerns  which  have  been  expressed 
about  the  number  of  cataract  surgeries  performed,  and  especially 
address  any  concerns  regarding  surgeons  who  perform  a  large 
number  of  these  procedures. 

The  number  of  cataract  surgeries  increased  significantly  during 
the  late  1970's  and  early  1980's  due  to  a  new  technology  and  surgi- 
cal technique  involving  phacoemulsification  and  intraocular  lens 
implantation.  Though  these  procedures  were  not  universally  ac- 
cepted by  the  ophthalmologic  community,  results  of  these  surgeries 
were  dramatic. 

As  this  new  cataract  procedure  was  not  readily  accepted,  only  a 
few  surgeons  invested  their  time,  energies  and  dollars  to  become 
skilled  in  the  procedure.  Their  surgical  success  produced  large  spe- 
cialty practices  through  word  of  mouth.  During  the  mideighties, 
the  ophthalmologic  community  in  general  realized  the  benefits  of 
these  techniques  and  more  and  more  surgeons  became  proficient, 
allowing  the  dissemination  of  the  technology  throughout  the  land. 

Questions  of  safety,  necessity  and  pricing  have  been  raised  be- 
cause of  this  large  increase  and  some  of  these  questions  have  been 
directed  at  high-volume  surgeons. 

Cataract  surgery  is  among  the  safest  and  most  efficacious  of  sur- 
gical procedures.  In  fact,  it  is  almost  a  perfect  operation.  Peer 
review  organizations  impose  strict  criteria  for  quality  of  care,  sam- 
pling every  surgeon's  performance  with  pre  and  postoperative  re- 
views. Many  of  these  standards  have  been  adopted  since  the  1988 
IG  study,  but  it  has  long  been  a  safe  procedure. 

I  also  think  that  the  vast  majority  of  cataract  surgeons  perform 
only  necessary  surgery.  And  this  view  is  supported  by  the  IG.  The 
most  critical  thing  to  remember  in  this  regard  is  that  the  PRO  cri- 
teria are  applied  to  every  proposed  cataract  procedure  by  the  PRO 
staff  before  surgery. 

References  to  procedures  which  did  not  meet  this  threshold  must 
have  preceded  the  establishment  of  PRO  standards. 

Even  the  controversial  Detroit  News  articles  on  cataract  surgery 
report  that  more  than  95  percent  of  cataract  surgeries  result  in 
marked  visual  improvement.  Other  studies  have  shown  the  same. 
It  is  extremely  rare  to  hear  complaints  from  cataract  surgery  pa- 
tients about  useless  surgery. 

Concerns  have  been  raised  about  marketing,  nursing  home  visits 
and  transportation.  The  vast  majority  of  surgeons  do  not  market 
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and  in  the  context  of  questionable  or  excessive  promotion,  this  in- 
cludes the  high- volume  surgeons.  The  information  that  we  provide 
our  patients  is  presented  within  the  strictures  of  American  Acade- 
my of  Ophthalmology  guidelines.  We  provide  education  to  the  pa- 
tient to  explain  the  procedure  and  Medicare  policies. 

In  Michigan,  the  law  requires  that  each  nursing  home  resident 
receive,  when  indicated,  proper  ophthalmic  consultation  and  diag- 
nosis service,  and  ophthalmologists  are  fulfilling  this  function 
when  called  upon,  to  either  visit  homes  or  see  residents  in  their  of- 
fices. 

And  I  know  of  only  a  few  surgeons  who  provide  vans  for  nursing 
home  residents.  On  an  individual  basis,  I  provide  for  transportation 
only  for  patients  who  I  believe  need  treatment  and  have  no  other 
way  to  get  to  our  facility. 

Patient  information,  visits  to  nursing  homes  and  transportation 
services  give  access  to  those  who  otherwise  would  not  be  treated. 
So  long  as  they  meet  surgical  criteria,  I  do  not  believe  we  would 
want  to  arbitrarily  limit  those  who  are  treated  to  people  who  have 
the  prior  sophistication,  mobility  or  support  from  others  that  make 
such  ancillary  services  unnecessary. 

The  Medicare  reimbursement  for  cataract  surgery  has  been 
halved  in  the  last  5  years.  lOL  reimbursement  has  been  reduced  by 
nearly  70  percent.  Reimbursement  for  a  number  of  tests  have  been 
significantly  reduced  or  the  tests  actually  eliminated  from  reim- 
bursement altogether. 

The  fee  is  not  for  a  30-minute  operation.  It  is  a  global  fee,  includ- 
ing the  operation  itself,  preparatory  time  after  the  initial  examina- 
tion, presurgery  preparation,  and  postoperative  care.  Critically,  90 
days  of  followup  care  at  prescribed  quality  levels  are  included, 
which  means  several  postoperative  visits. 

My  time,  that  of  my  trained  support  personnel,  and  the  indirect 
costs  of  my  practice  are  supported  from  that  fee. 

In  addition,  significant  reductions  in  hospital  outpatient  and  am- 
bulatory surgical  facility  reimbursement  have  also  been  imple- 
mented. These  cuts  threaten  the  ability  of  freestanding  surgical  fa- 
cility operators,  such  as  myself,  to  continue  to  maintain  our  facili- 
ties, which  are  exemplary  and  have  contributed  significant  econo- 
mies and  efficiencies  to  the  provision  of  cataract  surgery,  in  re- 
sponse to  the  need  to  cost-contain  and  still  produce  a  quality  serv- 
ice. 

I  would  expect  to  see  significant  savings  in  cataract  surgery  ex- 
penditures over  the  next  few  years,  as  the  law  currently  stands. 
Reimbursement  for  surgery,  facilities  and  lOL's,  and  the  very 
number  of  surgeries  performed  is  coming  down  significantly.  Since 
the  large  pool  of  untreated  people  have  now  been  treated  with  the 
new  techniques,  only  newly  aged  persons  will  be  treated  in  the 
future. 

Treating  those  persons  restores  their  sight  and  the  quality  of 
their  lives.  It  allows  far  greater  independence  for  older  people, 
which  saves  costs  on  reimbursed  nursing  home  care  and  other  sup- 
port services. 

The  ramifications  of  the  great  changes  in  Federal  policy  over  the 
last  few  years  might  better  be  assessed  before  further  actions  are 
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taken  which  might  affect  the  ability  of  people  to  benefit  from  this 
wonderful  procedure. 

I  thank  you  for  the  opportunity  to  testify,  and  will  be  happy  to 
answer  questions. 

[The  statement  of  Dr.  Mertz  follows:] 
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TESTIMONY  OF  DR.   RICHARD  C.   MERTZ,  JR. 
SUBCOMMITTEE  ON  HEALTH 
HOUSE  COMMITTEE  ON  WAYS  AND  MEANS 
JUNE  14,  1990 


Mr.  Chairman  and  Members  of  the  Subcommittee,  I  am  Dr. 
Richard  C.  Mertz,  Jr.     I  appreciate  the  opportunity  to  testify 
before  you. 

I  am  an  opthalmic  surgeon  specializing  in  cataract/lens 
implantation  surgery,  and  the  Director  of  the  Metropolitan  Eye 
Center  and  Outpatient  Surgical  Facility  in  St.  Clair  Shores, 
Michigan.     I  am  also  a  Physician  Reviewer  for  the  Michigan  Peer 
Review  Organization,  reviewing  cataract  surgery  decisions.  My 
curriculum  vitae  is  attached  to  this  testimony. 

I  would  like  to  address  the  concerns  which  have  been 
expressed  about  the  number  of  cataract  surgeries  performed,  and 
especially  address  any  concerns  about  surgeons  who  perform  a  large 
number  of  procedures. 

The  number  of  cataract  surgeries  increased  significantly 
during  the  late  1970 's  and  early  1980 's  due  to  a  new  technology 
and  surgical  technique  involving  phacoemulsification  and 
intraocular  lens  (lOL)  implantation.     Results  of  these  surgeries 
were  dramatic  with  regard  to  the  visual  improvement  obtained, 
reduction  in  complications  and  the  rapid  return  of  the  cataract 
patients  to  the  mainstream  of  their  life.     Further,  this 
technology  made  it  possible  for  cataract  surgery  to  make  the 
significant  cost  efficient  transition  from  an  inpatient  procedure 
requiring  several  hospital  days  to  a  completely  outpatient 
procedure  requiring  only  a  few  hours  of  time. 

In  the  early  years  of  the  new  technology,  only  a  few 
surgeons  spent  the  time  and  energy  to  perfect  the  new  procedures, 
invested  in  the  equipment  necessary  to  diagnose  and  perform  the 
surgery,  and  undertook  the  costs  of  training  a  staff.  Their 
surgical  success  produced  large  practices  by  word  of  mouth. 
However,  within  the  last  few  years,  a  great  number  of  other 
opthalmic  surgeons  have  become  conversant  with  these  techniques, 
so  competition  has  increased.     If  there  remain  high  volume 
surgeons  in  the  future  it  will  be  because  of  the  inherent  skill, 
efficiency  and  safety  of  those  surgeons  who  operate  frequently. 

Many  questions  have  been  raised  about  this  large 
increase  over  the  last  decade  in  cataract  surgery,  and  some  of 
these  questions  have  been  directed  at  high  volume  surgeons.  I 
would  like  to  address  what  I  believe  are  the  greatest  concerns 
that  those  who  decide  on  federal  health  policy  have  voiced.  They 
are : 

Is  the  cataract  surgery  which  is  being  performed 
safe? 

Is  the  cataract  surgery  which  is  being  performed 
necessary? 

Is  the  cataract  surgery  which  is  being  performed 
correctly  priced? 

Safety;     Cataract  surgery  is  among  the  safest  and  most 
efficacious  surgical  procedures.     Peer  Review  Organizations  impose 
strict  criteria  for  quality  of  care,  sampling  every  surgeon's 
patients  and  performance  with  pre-operative  and  post-operative 
reviews.     As  a  barometer,  malpractice  insurance  carriers  regard 
opthamology  as  a  Class  2  specialty,  where  1  is  the  most  safe  and  8 
the  most  risky. 

Within  this  context,  higher  frequency  surgeons  are 
likely  to  be  providing  the  best  of  care.     First,  more  frequent 
performance  tends  to  make  people  more  adept.     Second,  that 
facility  tends  to  make  the  surgery  go  more  quickly,  thus  reducing 
complications  due  to  prolonged  surgical  exposure. 
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■Necessity  of  the  Surgery;     This  is  probably  the  biggest 
concern  I  have  heard  expressed.     A  part  of  this  concern  is  whether 
people  are  being  induced  to  have  unnecessary  surgery  through  such 
•things  as  advertising  and  transportation  service. 

I  think  that  the  vast  majority  of  cataract  surgeons 
perform  only  necessary  surgery.     The  most  critical  thing  to 
remember  in  this  regard  is  that  the  PRO  criteria  must  be  met 
before  any  cataract  surgery  is  performed.     Every  proposed  cataract 
procedure  must  be  previewed  by  the  PRO  staff.     If  a  procedure  is 
pEoposed  for  someone  who  has  not  tested  with  the  requisite  vision 
function  limitation,  that  patient  must  be  reviewed  by  a  panel  of 

-  physicians,  which  makes  the  decision  whether  to  operate.     I  am  on 
such  a  panel,  and  this  type  of  review  seldom  occurs.  Most 
surgeons  choose  not  to  go  through  the  effort  of  proving  an 
individual  case  and  thus  the  PRO  criteria  creates  the  appropriate 

-  barrier  and  sentinel  effect  to  prevent  unnecessary  cataract 
surgery. 

There  is  substantial  evidence  that  the  operations 
performed  on  people  who  meet  these  criteria-are  overwhelmingly 
justified.     Even  the  controversial  Detroit  News  articles  on 
cataract  surgery  report  that  more  than  95  percent  of  cataract 
surgeries  result  in  marked  vision  improvement.     Other  studies  have 
shown  vision  improvement  in  the  same  percentage  range.     Given  the 
difficulty  of  predicting  the  reaction  of  the  human  body  to 
surgical  intrusion,  this  strongly  suggests  that  when  the  decision 
:^to  operate  is  made,  the  surgeon  has  every  reason  to  believe  it 
will  be  useful. 

It  is  extremely  rare  to  hear  complaints  from  the 
cataract  surgery  population,  let  alone  lawsuits,  about  useless 
surgery.     The  choice  of  cataract  surgery,  after  all,  differs  from 
the  choice  of  surgery  in  other  areas  in  a  very  important  respect 
— people  can  gauge  for  themselves  if  they  are  losing  their  sight. 
People  do  not  undertake  surgery  lightly,  and  even  those  whose 

-  tests  indicate  their  visual  acuity  has  deteriorated  to  the  point 
where  surgery  would  be  beneficial,  will  not  undertake  the  surgery 
if  they  do  not  believe  that  they  need  to  do  so.     Moreover,  if 
patients  do  not  have  positive  results  and  perceive  significant 
visual  improvement,  their  complaints  would  substantially  impact  a 
surgeon's  efforts  to  continue  to  build  his  practice.  Every 
evidence  is  that  we  are  operating  on  people  for  whom  surgery  would 
be  helpful. 

What  about  marketing.     The  first  thing  to  say  in  this 
regard  is  that  the  vast  majority  of  surgeons  do  not  market.  This 
includes  the  high  volume  surgeons.     I  do  not  believe  that 
promotional  materials  have  been  successful  in  attracting  patients 
to  a  particular  practice.     The  only  cataract  surgery  advertising 
that  T  see  today  is  that  from  the  big  institutions  who  advertise 
their  eye  care  programs.     In  Detroit,  if  you  check  the  television, 
radio  and  newspapers,  you  only  see  advertising  for  a  few  of  the 
major  hospitals,  not  individual  cataract  surgeons. 

The  information  that  we  provide  to  our  patients  is 
presented  within  the  strictures  of  American  Academy  of  Opthamology 
guidelines.     We  provide  education  to  the  patient  to  explain  the 
procedure  and  Medicare  policies.     If  that  information  leads 
someone  to  investigate  surgery  who  otherwise  did  not  know  that  his 
problems  could  be  solved,  we  have  done  a  service,  so  long  as  we 
insure  that  the  people  who  get  the  surgery  need  the  surgery.     As  I 
have  stated,  there  is  every  reason  to  believe  this  is  true.  If 
you  wish  to  constrain  the  number  of  surgical  procedures  to  some 
subset  of  the  people  whose  vision  is  affected  by  cataracts,  you 
can  put  people  on  a  queue.    However,  to  limit  the  information 
available  to  potential  patients  means  that  the  more  sophisticated 
are  arbitrarily  the  ones  who  will  obtain  surgery. 
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Concerns  have  also  been  raised  about  such  things  as 
testing  in  nursing  homes  and  transportation  of  patients  to 
clinics.    Many  doctors  are  reluctant  to  treat  nursing  home 
residents.     Such  residents  often  require  substantially  more 
support  than  others;  for  instance,  many  are  wheelchair  bound, 
requiring  special  access  and  more  personnel  time.    Those  that  do 
make  assessments  of  residents  are  usually  asked  to  do  so  by  the 
nursing  home  managers.     In  the  State  of  Michigan,  the  law  requires 
that  each  nursing  home  resident  receive  an  eye  examination  and 
opthamologists  are  fulfilling  this  function  when  they  visit  the 
homes . 

I  do  not  provide  vans  for  nursing  home  residents  to  come 
to  the  medical  center,  and  I  know  of  only  a  few  surgeons  who  do. 
I  do,  on  an  individual  basis,  provide  for  transportation  of 
patients  who  I  believe  need  treatment  and  have  no  other  basis  of 
getting  to  the  facility.     Obviously,  with  an  eye  problem  many  of 
these  people  cannot  drive.     Those  who  have  no  one  they  can  depend 
upon  for  transportation  would  otherwise  not  be  served. 

Visits  to  nursing  homes  and  transportation  services  give 
access  to  those  who  otherwise  would  not  be  treated.     So  long  as 
the  criteria  for  surgery  insure  that  only  those  whose  vision 
suffers  from  cataracts  receive  the  surgery,  I  do  not  believe  we 
would  want  to  arbitrarily  limit  those  who  are  treated  to  people 
who  have  the  mobility  or  support  from  others  that  make  such 
ancillary  services  unnecessary. 

Costs ;     The  Medicare  reimbursement  for  cataract  surgery 
has  been  reduced  dramatically  over  the  last  five  years.     On  an 
inflation  adjusted  basis,  the  reimbursement  has  been  more  than 
halved.     It  was  reduced  in  Michigan  from  $2,495  a  few  years  ago  to 
$1,431  for  the  year  after  next.     It  is  now  about  $1630.  The 
reimbursement  for  the  lOL  has  been  reduced  by  nearly  70  percent. 

We  have  to  be  very  careful  about  what  this  fee  includes, 
too.    We  don't  get  paid  this  amount  for  a  30  minute  operation. 
Over  the  course  of  the  last  few  years,  the  reimbursement  has 
become  more  of  a  global  fee.     It  not  only  includes  the  operation 
itself.     It  includes  the  preparatory  time  after  the  initial 
examination,  including  a  full  work-up  and  patient  examination. 
The  eye  must  be  blocked  immediately  prior  to  surgery,  under  the 
surgeon's  direction.     If  the  surgery  takes  place  quickly  —  the 
magical  30  minutes  we  hear  so  much  about  —  a  second  surgeon  will 
often  participate,  and  that  is  no  longer  separately  reimbursed. 
The  initial  post-operative  care  takes  place  under  the  direction  of 
the  doctor.     Critically,  90  days  of  follow-up  care  at  prescribed 
quality  levels  are  also  included  within  the  fee.     This  includes 
several  post-operative  visits. 

My  time,  that  of  my  trained  support  personnel,  and  the 
indirect  costs  of  my  practice  are  supported  from  that  fee. 

In  addition,  significant  reductions  in  hospital 
outpatient  and  ambulatory  surgical  facility  reimbursement  have 
also  been  implemented  in  the  last  few  years.     The  reduction  in 
facility  reimbursement  have  been  severe  enough  to  threaten  the 
ability  of  freestanding  surgical  facility  operators,  such  as 
myself,  to  continue  to  maintain  our  facilities,  which  have  brought 
significant  economies  to  the  provision  of  cataract  surgery. 
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Mr.  Chairman,  I  would  expect  to  see  significant  savings 
in  cataract  surgery  expenditures  over  the  next  few  years,  as  the 
law  currently  stands.     First,  the  reimbursement  per  procedure  has 
been  brought  down  significantly  over  the  last  five  years.     So  have 
facility  fees  and  lOLs.     Second,   the  number  of  surgeries  performed 
is  coming  down  and  should  come  down  significantly.     When  the  new 
techniques  were  introduced  in  the  1980s,  a  large  pool  of  people 
could  be  helped  to  see  better  through  the  surgery.     Now  those 
people  have  been  treated  and  only  newly  aged  persons  will  be 
treated. 

Treating  those  persons  restores  their  sight  and  hugely 
increases  the  quality  of  their  lives.     A  study  published  in  the 
Journal  of  the  American  Medical  Association  three  years  ago  showed 
marked  increases  in  mental  status,  manual  performance  and  other 
functions  after  cataract  surgery.     In  addition,  it  allows  far 
greater  independence  for  older  people,  which  saves  the  costs  of 
reimbursed  nursing  home  care  and  other  support  services  for  many 
of  them. 

An  extraordinary  number  of  changes  have  been  made  to 
federal  cataract  surgery  policy  over  the  last  few  years.  The 
ramifications  of  these  actions  might  be  assessed  before  further 
actions  are  taken  which  might  affect  the  ability  of  people  to 
benefit  from  this  wonderful  procedure. 
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Mr.  Levin.  Thank  you  very  much. 

Let  me,  if  I  might,  direct  some  questions  at  each  of  you,  and  I 
very  much  appreciate  all  of  you  being  here,  as  Mrs.  Johnson  does 
and  other  members  of  the  subcommittee  who  will  be  reviewing  the 
testimony,  based  on  staff  briefings,  and  then  the  transcript  itself. 

I  want  to  focus  in  on  the  question  of  volume  and  the  practices 
that  relate  to  it,  not  because  I  suggest  that  these  practices  are  typi- 
cal throughout  the  profession,  but  for  two  reasons: 

First  of  all,  if  there  are  abuses,  one  abuse  is  one  too  many. 
Second,  there  may  be  evidence — and  I  think  there  is  in  some 
cases — of  more  than  sporadic  abuse  in  these  practices,  and  also  be- 
cause it  is  not  only  in  cataract  surgery  we  are  facing  this  issue  of 
volume,  but  in  other  areas. 

Just  by  definition,  as  we  go  more  and  more  into  fee  schedules 
that  are  national  in  scope,  with  some  regional  variation,  there  is 
going  to  be,  understandably,  some  pressure  to  increase  volume. 

I  think  there  is  an  aspect  of  human  nature  involved  in  that,  both 
laudable  and  perhaps  unlaudable,  and  we  need  to  face  up  to  it 
without  anyone  thinking  that  we  are  just  painting  with  a  very 
broad  brush  and  saying  that  everybody  is  involved  in  these  prac- 
tices. So,  let's  begin  with  that  understanding. 

Let's  talk  about,  first,  the  screenings  in  the  nursing  homes.  Let 
me  ask  you  this,  Dr.  Mertz:  You  say  that  there  is  an  examination 
required  under  Michigan  law  of  every  person  in  a  nursing  home. 
Are  you  talking  about  ever  person  there  through  Medicaid  or  ev- 
erybody who  is  within  a  nursing  home  in  Michigan? 

Dr.  Mertz.  It  is  my  understanding  that  there  is  a  requirement  of 
the  nursing  home  personnel  to  have  each  patient  evaluated  for  cer- 
tain conditions  or  preconditions  and  one  of  these  requirements  is 
an  eye  examination. 

Whether  this  is  performed  by  an  optometrist  or  ophthalmologist, 
I  am  not  certain  whether  that  requirement  specifies. 

Mr.  Levin.  So,  you  are  not  at  all  sure  there  is  a  requirement 
there  be  an  examination  by  an  ophthalmologist  of  everyone  in  a 
nursing  home?  I  am  not  sure,  either.  I  doubt  it. 

Let  me  just  ask  you  from  your  experience,  and  ask  that  of  others, 
do  you  think,  within  your  experience,  that  some  physicians  are  en- 
gaging in — in  the  effort  within  the  nursing  home  as  part  of  an 
effort  to  obtain  business  eventually  for  cataract  surgery,  or  do  you 
think  this  never  happened? 

Dr.  Mertz.  I  think  it  would  be  foolish  of  me  to  say  it  doesn't 
happen.  As  an  ophthalmologic  surgeon,  and  I  think  I  speak  for 
many  of  my  colleagues,  we  are  anxious  to  see  a  cataract  patient, 
because  that  is  something  we  enjoy  treating,  but  I  don't  believe  on 
an  ethical  basis  that  people  will  go  into  nursing  homes  and  seek 
out  cataract  patients,  per  se. 

If  one  treats  patients  on  a  regular  basis  from  nursing  homes,  and 
are  asked  to  do  so  either  by  nursing  home  administrations  or  phy- 
sicians in  the  nursing  home,  you  are  probably  asked  to  see  one  cat- 
aract patient  for  every  10  or  12  patients  that  have  other  problems, 
which  could  include  diabetic  retinopathy,  glaucoma,  infections,  that 
sort  of  thing. 

There  is  a  tremendous  need  to  supply  the  nursing  home  resi- 
dents with  glasses  and  optical  goods,  and  that  is  not  something  we 
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would  go  into.  I  think  the  patients  we  see  are  patients  who  need 
care,  and  they  are  referred  to  us  specifically.  I  do  not  go  into  the 
home  seeking  a  patient. 

Mr.  Levin.  Do  you  undertake  examinations  within  nursing 
homes  on  a  regular  basis? 

Dr.  Mertz.  No,  sir.  I  only  go  to  nursing  homes  when  it  is  impossi- 
ble to  send  this  particular  patient  to  our  office. 

Mr.  Levin.  So,  what  would  you  think  of  a  practice  where  an  oph- 
thalmologist or  an  employee  thereof  visited  nursing  homes  on  a 
regular  basis  under  contract  with  the  nursing  home? 

Dr.  Mertz.  It  would  make  me  feel  very  uncomfortable.  0 

Mr.  Levin.  All  right.  Dr.  Hessburg. 

Dr.  Hessburg.  I  think  the  practice  is  repugnant.  I  think  that  the 
average  person  in  a  nursing  home  already  has  an  established  rela- 
tionship, not  only  with  a  family  physician,  but  with  a  subspecialist 
in  ophthalmology,  which  preexists  their  admission  to  the  nursing 
home. 

I  have  in  my  briefcase  today  a  letter  from  a  patient  who  was  in  a 
local  nursing  home  and  was  very  upset  when  an  optometric  compa- 
ny came  in  to  examine  every  patient  in  the  building.  I  find  that 
practice  repugnant. 

Mr.  Levin.  Do  you  think  it  is  going  on  on  any  substantial  level? 

Dr.  Hessburg.  I  have  no  idea  of  the  level.  My  daughter  is  the 
chief  of  social  work  in  a  nursing  home  and  has  been  approached  by 
a  number  of  optometrists  and  ophthalmologists  to  review  the 
people  in  her  nursing  home. 

Mr.  Levin.  Dr.  Spivey,  any  comment  on  that? 

Dr.  Spivey.  I  regret  to  say  it  does  happen.  It  is  a  practice  that 
people  who  assist  ophthalmologists  in  their  marketing  plans,  rec- 
ommend in  written  form.  It  is  sad  because  often,  a  light-perception 
brain  may  have  a  20/70  cataract,  and  technically,  the  cataract 
exists  but  the  surgical  procedure  to  remove  it  isn't  going  to  result 
in  a  better  capacity  for  that  individual. 

Rarely  there  are  dramatic  increases,  but  usually  it  assists  the 
surgeon  and  not  the  individual,  when  the  rest  of  their  capacity  is 
not  evaluated  in  an  appropriate  way. 

Mr.  Levin.  All  right. 

Let's  go  next  to  transportation.  The  reports  make  it  clear  that 
some  practices  are  engaging  in  the  use  of  vans.  There  is  one  story 
with  pictures  of  vans.  I  assume  the  photographer  was  able  to  see 
straight.  And  so  you  say.  Dr.  Mertz,  that  you  provide  transporta- 
tion only  when  there  is  no  other  way  to  provide  your  services? 

Would  this  be  sporadic  in  your  practice? 

Dr.  Mertz.  Very  much  so. 

Mr.  Levin.  So,  it  is  very  much  an  exception. 

Dr  !C^ERTZ  Y^es 

Mr.  Levin.  What  do  you  think  of  practices  that  would  regularly 
provide  transportation  to  prospective  patients?  ^ 

Dr.  Mertz.  Well,  I  can  answer  that  in  two  ways.  One,  I  don  t  be- 
lieve that  every  patient  needs  the  inducement  of  transportation  to 
make  his  visit  to  the  office,  but  by  the  same  token,  most  hospitals, 
in  our  community  at  least,  provide  transportation  for  a  great 
number  of  patients,  whether  they  need  it  or  not. 
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So,  a  great  example  of  providing  transportation  exists  in  our 
community,  your  community  as  well.  I  think  it  is  a  charitable  con- 
tribution to  quality  care  to  allow  someone  who  needs  help  to  get 
the  opportunity  to  do  so,  and  on  that  basis,  we  make  a  sporadic 
contribution  in  the  form  of  transportation. 

Mr.  Levin.  On  the  regular  basis,  with  the  use  of  vans,  what  

Dr.  Mertz.  I  don't  believe  that  is  necessary  or  laudable.  I  think  it 
is  against  my  better  judgment. 

Mr.  Levin.  Is  that  as  strong  as  you  would  say? 

Dr.  Mertz.  It  is  hard. 

Mr.  Levin.  You  saw  the  stories  with  vans  like  the  person  

Dr.  Mertz.  I  am  very  familiar  with  that  practice  you  are  refer- 
ring to.  I  have  a  difficult  time  accepting  him  as  an  equal  colleague, 
I  don't  approve  of  that  at  all. 
Mr.  Levin.  Dr.  Hessburg. 

Dr.  Hessburg.  I  think  the  Congress  has  written  the  law.  The  law 
reads,  the  fraud  and  abuse  law  in  essence  bans  the  offering,  giving, 
seeking  or  receiving  of  anything  of  value  to  induce  the  sale  of  Med- 
icare-reimbursed services  or  products,  except — and  it  goes  on,  but 
the  law  is  there.  That  says  freebies  cannot  be  used  as  an  induce- 
ment, but  the  Congress  has  never  publicized  that. 

And  so,  our  members  are  truly  confused.  Can  they  buy  15  vans 
and  go  out? 

Mr.  Levin.  Are  they  confused?  How  many  do  so? 

Dr.  Hessburg.  I  can't  answer  the  question  numerically.  I  think 
those  who  do  know  that,  they — that  it  probably  is  not  right,  that  is 
my  guess. 

Mr.  Levin.  They  don't  need  us  here  to  tell  them  that  they  are 
stretching  the  law. 

Dr.  Hessburg.  I  guess  what  you  are  asking  me  to  do  is  get  myself 
into  the  conscience  of  someone  else.  When  we  read  it  in  our  prac- 
tice, freebies  are  clearly  illegal,  and  the  Implant  Society  has  told  us 
that  for  10  years.  But  it  may  be  interpreted  that  way  everywhere. 

Mr.  Levin.  Dr.  Spivey,  any  comment? 

Dr.  Spivey.  I  think  it  is  clear  that  is  the  goal  when  somebody 
buys  a  van  and  establishes  it — and  I  think  it  is  reprehensible. 

Mr.  Levin.  Next,  in  terms  of  payment  to  people  who  refer — Dr. 
Mertz,  if  I  might  ask,  do  you  have  any— do  you  make  pajnnents  to 
anybody  based  on  their  referrals  of  patients  to  you? 

Dr.  Mertz.  Neither  inside  my  practice  or  outside,  no,  sir. 

Mr.  Levin.  Neither? 

Dr.  Mertz.  Neither. 

Mr.  Levin.  Either? 

Dr.  Mertz.  I  make  no  pajmients. 

Mr.  Levin.  What  do  you  think  of  that  practice? 

Dr.  Mertz.  I  think  it  is  terrible. 

Mr.  Levin.  Dr.  Hessburg. 

Dr.  Hessburg.  It  is  a  kickback,  it  is  illegal. 

Mr.  Levin.  Dr.  Spivey. 

Dr.  Spivey.  I  would  certainly  agree  with  that. 

Mr.  Levin.  Next,  I  don't  have  a  date  on  this  communication,  but 
let  me  just  read  it.  Mr.  Mangano  is  here  and  you  may  not  be  in  a 
position  today  to  comment,  and  I  don't  think  you  had  all  these 
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questions  given  to  you  in  advance,  you  may  want  to  take  time  to 
respond. 

But  if  you  would  listen,  and  I  may  call  on  you  for  comment  if 
you  want.  And  I  will  ask  you  to  comment  on  Dr.  Hessburg's  testi- 
mony, if  you  want. 

Here  is  a  letter  from  an  ophthalmologist,  this  was  in  the  State  of 
Michigan.  Again,  I  don't  have  the  date.  It  talks  about  free  care.  It 
says,  if  you  do  not  have  a  supplemental  insurance,  and  you  qualify, 
your  senior  vision  care  doctors  will  waive  Medicare  $75  deductible 
and  20  percent  copay,  and  then  with  or  without  supplemental  in- 
surance, there  may  be — this  is  in  heavy  print — absolutely  no  cost 
to  you  or  out-of-pocket  expense. 

Do  you  have  any  reaction  to  that?  If  I  might  ask  you.  Dr.  Mertz, 
if  this  is  an  uncomfortable  question,  you  can  tell  me  this.  What  is 
your  practice  about  waiver  of  copay  and  deductibles? 

Dr.  Mertz.  It  is  interesting,  because  not  only  do  I  operate  a  gen- 
eral ophthalmologic  practice,  but  I  also  operate  as  a  freestanding 
surgery  center,  so  we  are  faced  with  this  issue  on  two  fronts. 

My  feeling  is  it  is  unlawful  to  do  so,  and  we  do  not  waive  that  20- 
percent  copay,  or  the  deductible  at  any  time.  However,  there  is  an 
exception  that  is  available  to  patients  who  will  sign  a  disclaimer  as 
a  hardship  individual,  and  at  that  point,  we  can  waive  that  20-per- 
cent copay. 

Otherwise,  we  don't  do  it  at  all. 

Mr.  Levin.  Then  that  is  my  understanding  of  the  intent  of  the 
law,  and  I  hope  everybody  understands  what  is  at  stake  here. 

We  have  a  copay  and  a  deductible,  and  in  order  to  have  some 
break  on  the  use  of  care,  right.  We  want  participation  by  the  pa- 
tient as  a  general  rule,  and  when  there  is  a  waiver  across  the 
board,  it  essentially  does  the  intent  of  our  law. 

Mrs.  Johnson.  Will  the  gentleman  jdeld? 

Mr.  Levin.  Yes. 

Mrs.  Johnson.  I  understood  it  to  be  a  hardship. 

Mr.  Levin.  I  want  people  to  understand  the  implication  of  a 
practice  other  than  Dr.  Mertz  engages  in,  and  I  read  from  a  docu- 
ment which  seems  to  say  much  more  than  that. 

Dr.  Mertz.  May  I  add  one  more  thing? 

Mr.  Levin.  Yes. 

Dr.  Mertz.  It  is  interesting,  I  believe  at  this  present  time  a  hos- 
pital can  waive  that  copayment  as  opposed  to  a  private  practition- 
er. 

Mr.  Levin.  I  think  we  need  to  look  at  that.  So  what  do  you  think 
about  this  kind  of  advertising? 

Dr.  Mertz.  To  me,  it  is  totally  deceptive,  and  the  practitioner 
theoretically  is  unable  to  perform  as  advertised,  at  this  time,  but 
there  was  a  time  I  think  that  probably— if  you  had  the  date  on 
that,  it  would  help  a  little  bit,  but  I  think  that  is  reasonably  recent 
law  that  we  can  no  longer  waive  those  copajnnents. 

Mr.  Levin.  Dr.  Hessburg  or  Dr.  Spivey,  any  comment? 

Dr.  Hessburg.  I  think  Mr.  Jacobs  mentioned  to  me  the  inspector 
general's  proposed  safe  harbor  regulations  would  prohibit  waivers 
by  physicians  and  the  Cataract  Society  would  agree  with  that. 

Mr.  Levin.  So  
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Dr.  Spivey.  I  would  like  to  comment  as  well.  Every  one  of  the 
things  you  have  just  asked  us  about  that  we  think  are  inappropri- 
ate are  considerations  at  least  that  HCFA  being — is  including  in 
their  cataract  PPO.  So  I  would  ask  you  to  look  at  that  if  you  think 
these  are  bad.  Then  go  talk  to  HCFA,  because  what  they  are  doing 
is  exactly  promulgating  that  type  of  practice,  at  least  as  the  indica- 
tors would  appear  from  their  preliminary  discussions  and  the  dis- 
cussions with  their  contractor  from  Massachusetts. 

Mr.  Levin.  We  have  talked  about  this  to  some  extent,  and  we  are 
willing  to  look  at  everything.  We  are  not  going  in  with  any  predis- 
positions, we  are  just  determined  here  to  get  at  this  issue  of  volume 
as  part  of  our  effort  to  provide  Medicare  on  a  quality  basis  to  the 
people  of  this  country. 

So,  I  could  go  on,  but  let  me  stop  here,  except  to  ask  you,  Dr. 
Mertz,  a  question.  You  say  in  your  testimony,  "I  do  not  believe  that 
promotional  materials  have  been  successful  in  attracting  surgical 
patients  to  a  particular  practice." 

I  just  want  to  say  to  you,  we  have  gone  through  four  practices 
which  so  engage  in,  and  you  in  each  case  have  found  it  objection- 
able or  worse.  Vans,  the  .solicitations  by  paid  employees,  et  cetera, 
in  each  and  every  case,  the  letter  I  mentioned  about  the  waiver. 

How  do  you  reach  the  conclusion  that  those  who  are  engaging  in 
such  practices  are  not  benefiting  their  particular  practice?  I  don't 
understand. 

Dr.  Mertz.  I  would  answer  that  basically  by  saying  that  I  think 
most  marketing — and  I  am  using  marketing  as  a  generic  term  at 
this  point,  including  all  kinds  of  approaches — for  most  people,  has 
not  been  proven  to  be  economically  practical  and  in  fact,  in  Detroit 
at  this  time,  the  only  heavy  marketeers,  as  I  understand  it,  are  two 
major  hospital  groups  fighting  for  the  eye  care  business. 

Most  practices  I  am  familiar  with,  and  the  brochures  that  come 
across  my  desk  from  patients  are  sort  of  sporadic  attempts  that 
have  been  produced  by  advisers,  so  to  speak,  marketeering  advisers 
to  enhance  practices. 

In  most  cases,  these  have  been  tried,  and  I  believe  given  up  over 
time.  In  that  sense,  that  is  why  I  said  what  I  said.  I  don't  think 
they  lead  in  the  long  run  to  a  profit.  I  think  they  are  too  costly  and 
have  become  less  prominent. 

Mr.  Levin.  The  examples  I  gave  to  you  were  not  from  particular 
hospitals,  they  were  by  private  practitioners. 

There  is  another  one  here,  if  I  can  find  it,  that  talks  about  a  five- 
buck  certificate  to  a  local  restaurant  and  a  cataract  and  glaucoma 
screening.  This  isn't  from  a  major  hospital. 

We  have  these  companies  that  are  in  marketing,  right,  that  are 
selling  marketing  to  private  practitioners.  They  must  be  succeeding 
if  they  are  still  there  after  a  while.  Somebody  is  using  these. 

Dr.  Mertz.  I  understand.  I  think  their  approach  to  the  practi- 
tioner is  attractive,  but  I  think  the  pressures  brought  to  bear  of  it 
will  have  changed  the  intent  of  some  of  the  ophthalmologists'  ap- 
proaches to  this  sort  of  thing. 

I  don't  market  my  practice  at  all,  except  internally  and  with  in- 
formational brochures.  It  is  more  of  a  disincentive  to  me  to  provide 
quality  care,  and  also  there  is  the  cost  involved  to  perpetuate  such 
a  program.  I  really  have  never  engaged  in  that,  and  a  lot  of  the 
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materials  you  have  mentioned  don't  come  across  my  desk  on  a  rou- 
tine basis,  so  they  are  new  to  me. 

Mr.  Levin.  Dr.  Hessburg,  any  comments?  Are  these  practices  in 
existence? 

Dr.  Hessburg.  Are  the  practices  

Mr.  Levin.  That  we  have  discussed  here,  the  vans,  the — I  think 
you  have  already  reacted. 
Dr.  Hessburg.  Yes. 
Mr.  Levin.  The  answer  is  yes? 
Dr.  Hessburg.  Yes. 
Mr.  Levin.  Dr.  Spivey. 

Dr.  Spivey.  They  are  not  limited  to  vans,  they  are  including  air- 
planes and  trips  to  travel,  so  yes. 
Mr.  Levin.  Mrs.  Johnson. 

Mrs.  Johnson.  I  have  only  two  questions.  First  of  all,  it  is  very 
clear  from  your  testimony  that  you  consistently  disapprove  of  the 
practices  that  we  are  concerned  about.  I  think  it  is  probably  fair  to 
say  the  community  that  you  represent,  practicing  physicians 
throughout  America,  would  agree  with  what  you  have  said  here. 

Nonetheless,  to  rely  only  on  current  law  seems  to  me  possibly  in- 
sufficient. 

What  is  the  normal  role  that  cataract  surgery  plays  in  the  prac- 
tice of  most  ophthalmologists?  I  mean,  do  most  ophthalmologists  do 
five  a  week?  Five  a  month?  A  hundred  a  month?  What  is  the 
normal  shape  of  an  ophthalmologic  practice,  and  particularly  the 
role  of  cataract  surgery  in  it? 

Dr.  Hessburg. 

Dr.  Hessburg.  There  are  1.2  million  cataracts  done  a  year,  and 
there  are  about  12,000  ophthalmologists  who  work  48  weeks  a  year, 
and  that  will  come  out  to  just  a  little  over  2.  The  members  of  the 
Cataract  Society  do  about  four  cataracts  per  week. 

So,  the — that  is  in  essence  about  what  I  do.  I  do  under  200  cata- 
racts a  year. 

Mrs.  Johnson.  Recognizing  that,  don't  you  think  it  is  reasonable 
for  us  to  develop  some  kind  of  screening  procedure  whereby  if  we 
see  a  consistent  pattern  of  10  a  week,  that  we  look  more  carefully 
of  what  the  procedures  are,  what  kind  of  prescreening  is  done, 
what  kind  of  after-care  is  done,  just  to  be  sure,  in  fact,  that  pack- 
age of  services  we  are  paying  for  through  global  reimbursement  is 
the  package  of  services  we  are  getting? 

Dr.  Hessburg.  Yes. 

Mrs.  Johnson.  You  wouldn't  object  to  an  oversight  response  to 
using  some  kind  of  generic  screen  of  that  nature?  Would  any  of  the 
rest  of  you  disagree  with  Dr.  Hessburg? 

Dr.  Spivey.  A  number  of  members  of  the  American  Academy  of 
Ophthalmology  have  requested  such  a  thing. 

Mrs.  Johnson.  They  requested  of  who? 

Dr.  Spivey.  It  is  certainly  not  something  the  Academy  can  do. 
They  requested  it  be  done  because  of  their  frustration,  being  paint- 
ed as  specialists  who  ha\e  unsalutary  reputations,  and  it  is — it  is 
very  painful  to  see  what  I  believe  to  be  a  beautiful  specialty,  that  is 
ophthalmology,  dragged  into  the  dirt  with  the  abhorrent  practices 
of  a  very  few  people. 


144 


And  whatever  we  can  do  to  deal  with  that,  the  American  Acade- 
my of  Ophthalmology  would  be  very  supportive. 

I  think  too  often,  people  subscribe  or  generalize  from  the  specif- 
ics of  a  few  people  who  do  relatively  large  numbers.  But  most  oph- 
thalmologists who  do  a  small — relatively  small  compared  to  what 
you  have  heard  discussed,  two  to  four  a  week,  as  being  an  average 
volume.  Even  the  Cataract  Society  has  members  who  are,  I  think, 
more  interested  in  cataract  surgery  than  maybe  the  rest  of  oph- 
thalmology, have  a  volume  that  is  considerably  below  what  most  of 
the  Congress  and  most  of  the  public  believes  is  the  norm. 

Mrs.  Johnson.  Thank  you.  I  certainly  will  pursue  our  powers 
from  this  side  without  change  in  law  for  a  much  more  aggressive 
oversight,  with  some  recognition  of  what  the  normal  burden  is. 

Dr.  Mertz.  Mrs.  Johnson? 

Mrs.  Johnson.  Yes? 

Dr.  Mertz.  I  am  concerned  in  part  only  because  there  could  be 
an  added  bureaucracy  created  to  treat  a  relatively  infrequently  en- 
countered circumstance.  I  am  not  a  truly  high-volume  surgeon.  My 
surgical  patients  represent  between  2  and  3  percent  of  my  overall 
patient  visits. 

I  work  with  PRO  very  closely.  I  am  just  concerned  that  with  all 
of  the  data  that  has  been  compiled,  that  there  is  truly  a  very  small 
number  of  unnecessary  surgeries  actually  being  performed.  I  am 
an  advocate  of  the  so-called  volume  surgeon,  because  I  believe  that 
people  who  truly  specialize  in  cataract  surgery  are  relatively 
skilled  individuals  that  possess  the  unique  ability  to  perform  this 
operation  in  a  more  skillful  manner  than  perhaps  others,  particu- 
larly at  the  technical  level,  that  we  now  practice. 

I  would  be  hopeful  there  might  be  other  ways  to  induce  physi- 
cians to  be  more  quality-oriented  and  not  volume-oriented  without 
creating  a  bureaucracy  that  could  be  a  bulky  and  costly  system 
that  might  find  the  same  end  result  that  the  PRO  seems  to  be  at 
this  time. 

I  think  the  PRO  has  done  many  good  things.  I  don't  think  those 
have  been  mentioned. 
Mr.  Levin.  Mrs.  Johnson. 

Mrs.  Johnson.  There  are  just  two  things  that  I  would  want  to 
comment  in  response  to  that.  We  don't  necessarily  have  to  pernia- 
nently  change  the  system  to  begin  to  use  volume  as  a  way  of  trig- 
gering a  look  for  a  year  or  two,  so  we  find  out  what  those  indica- 
tors are  that  we  should  be  sensitive  to  to  be  able  to  differentiate 
from  the  high-volume  skilled  person  and  the  person  who  is  out 
there  with  his  bus  and  bringing  people  in  and  so  on.  That  is  why  I 
think  the  precare  and  postop  care  are  very  important  in  terms  of 
what  the  global  fee  is  really  getting  us. 

I  thought  the  testimony  by  one  of  you  in  regard  to  the  early 
years  of  these  practices,  and  those  who  made  the  investment  in 
training  and  equipment  naturally  became  experts  and  therefore, 
had  higher  volume.  Having  known  some  of  those  folks  myself  and 
knowing  our  Nation  has  sent  them  all  over  the  world  to  help  dis- 
seminate this  knowledge,  they  play  a  very  important  role  in  both 
quality  and  education  that  we  do  not  want  to  undercut. 

But  I  do  think  that  we  ought  to  be  able  to  find  a  way  to  simply 
check  out.  There  are  not  that  many  practitioners,  it  appears  to  me. 
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that  are  involved  in  this,  and  we  ought  to  be  able  to  find  them. 
And  finding  them  certainly  ought  to  be  an  indicator. 

Let  me  ask  you  to  draw  out  a  little  more  clearly,  particularly  Dr. 
Spivey,  your  comment  that  the  PPO  reimbursement  proposal  that 
HCFA  is  considering,  would  do  all  the  things  we  have  just  said  are 
undesirable. 

How  is  that? 

Dr.  Spivey.  I  don't  know  how  it  is,  but  that  is  what  

Mrs.  Johnson.  Give  me  an  example. 

Dr.  Spivey.  It  boggles  my  mind  that,  in  fact,  that  is  what  at  least 
the  initial  discussion  and  description  of  the  cataract  PPO  model 
program  includes.  It  is  a  demonstration  project  being  proposed  by 
HCFA,  that  has  the  intent  of— of  contracting  with  either  large- 
volume  or  small-volume  practitioners  or  hospitals,  it  is  not  deter- 
mined which,  to  aggregate  patients  to  see  for  a  single  fee.  What- 
ever it  is  that  the — the  surgeon  and  the  facility  will  contract  for. 

I  have  met  with  Dr.  Wilensky,  met  with  Dr.  Sullivan  in  attempt- 
ing to  clarify  what  their  goals  are.  They  have  implied  it  to  be  to 
drive  the  lowest  price.  I  have  said  there  are  many  ways  to  reduce 
the  price. 

The  initial  discussions  that  were  explained  to  me  by  staffer  in 
HCFA  included  many  of  the  patient  aggregating  schemes  and  the 
forgiveness  of  copajmaent,  et  cetera. 

So,  I  think  this  is — we  don't  have  the  final  RFP,  it  is  being  draft- 
ed, but  it  is  a  very  worrisome  thing.  Further,  it  implies  that  the 
local  ophthalmologist  may  not  be  as  adequate  as  someone  else,  and 
I  think  Dr.  Mertz  is  entitled  to  his  opinion. 

I  don'  think  there  is  anything  in  the  literature  that  would  indi- 
cate to  me  that  an  individual  doing  a — and  I  will  just  say  a  reason- 
able number,  to  be  defined  somewhere  between  at  least  2  a  week, 
probably  on  average,  has  any  different  outcome  than  an  individual 
who  is  doing  30  or  40  a  week. 

And  if  I  heard  correctly  this  morning,  the  IG  has  some  questions 
about — that  go  countercurrent  to  the  usual  volume  is  good  argu- 
ment. So,  I  think  there  is  no  evidence  that  I  am  aware  of  that 
would — in  peer  review  journals — that  would  support  that. 

Mrs.  Johnson.  Thank  you  very  much.  I  thank  you  for  your  good 
testimony  today. 

Mr.  Levin.  Thank  you,  Mrs.  Johnson. 

Just  so  we  understand  the  dimensions  of  this,  let's  go  back  to  the 
IG  report.  In  their  sample,  22  percent  of  their  patients  had  the  sur- 
gery performed  by  an  ophthalmologist  or  groups  thereof  who  were 
high-volume,  and  54  or  64  percent  of  the  high-volume  ophthalmol- 
ogists were  sole  practitioners,  and  four  in  the  sample  were  receiv- 
ing $3  or  more  millions  in  1  year — yes,  in  1  year,  and  as  Dr.  Spivey 
indicated,  at  least  the  IG  preliminary  findings  relating  to  quality 
would  not  indicate  higher  volume  equals  better  quality. 

Let's  spend  just  a  few  minutes  before  we  adjourn  talking  about 
the  remedy  to  this.  Why  should  Medicare  reimburse  physicians  for 
the  cost  of  vans?  Why  should  we  do  that?  Why  should  we  subtract 
from  payments  those  costs? 

Dr.  Mertz.  I  understand  there  is  some  question  about  IG  defini- 
tions about  quality.  For  instance,  I  understand  they  define  "poor 
quality  care"  to  include  a  cataract  operation  on  a  second  eye 
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within  30  days  of  surgery  on  the  first  eye.  There  is  no  physiological 
reason  to  postpone  the  second  operation  and  for  many  years  it  has 
been  performed  within  30  days.  As  to  remedies,  in  my  case,  some- 
thing like  van  costs  isn't  relevant. 

Mr.  Levin.  I  know,  but  why  should  we  disallow  them?  Why 
shouldn't  they  be  a  disincentive  for  their  use,  in  other  words? 

Dr.  Mertz.  That  is  a  scheme  I  haven't  thought  about  doing,  but  I 
don't  employ  vans,  nor  do  I  believe  it  is  ethical  to  do  so. 

Mr.  Levin.  So,  why  shouldn't  there  be  a  disincentive? 

Dr.  Mertz.  Why  should  there  not  be? 

Mr.  Levin.  Yes,  why  should  they  not  be?  Dr.  Hessburg. 

Dr.  Hessburg.  I  would  favor  that.  I  would  favor  deducting  all  the 
costs  of  trinkets  and  trash  and  freebies  and  the  free  examination 
and  the  free  transportation  and  all  the  external  marketing.  The  ad- 
vertising, I  would  favor  deducting  that,  but  I  think  I  don't  speak 
for  1;he^ociety,  but  I  can  tell  you  personally  I  would  favor  that. 

Mr.  Jacobs — I  know  our  attorney  would  like  to  comment. 

Mr.  Jacobs.  Let  me  indicate.  Congressman,  I  think  it  is  probably 
good  policy,  the  Federal  Medicare  program,  to  not  reimburse  for  in- 
ducements. I  think  HCFA  might  argue  it  would  be  an  administra- 
tive headache.  I  submit  there  is  something  more  fundamental. 

If  these  things  are  being  used  to  draw  in  people  to  have  per- 
formed cataract  surgery  paid  by  Medicare  that  they  wouldn't  oth- 
erwise have  performed,  they  are  illegal.  The  Cataract  Society  and 
American  Academy  of  Ophthalmology  has  been  haranguing  their 
members,  and  yet,  the  Federal  Government  haven't  made  one 
peep. 

There  have  been  no  statements  by  the  authority  of  the  Federal 
Government  behind  the  law  that  3«as  passed  many  years  ago.  I 
think  it  would  help. 

Mr.  Levin.  Mr.  Mangano,  let  me  ask  you  to  comment  on  that, 
because  that  is  a  somewhat  nonlegalistic,  vivid  restatement  of  what 
is  in  Dr.  Hessburg's  testimony.  I  think  Mr.  Jacobs  has  put  it  in 
pretty  clear  terms. 

How  do  you  respond  to  that? 

Mr.  Mangano.  As  an  inspector — part  of  the  IG's  office,  my  incli- 
nation is  that  any  inducements  ought  to  be  wrong.  If  we  haven't 
factored  in  the  inducements  as  part  of  the  cost  of  the  surgery,  we 
are  either  paying  too  much  for  the  surgery  or  we  ought  to  be  elimi- 
nating those  inducements. 

As  regards  to  the  impact  of  the  law,  I  have  got  to  plead  a  little 
ignorance.  Our  office  isn't  the  part  of  the  IG's  office  that  would 
deal  specifically  with  the  questions.  I  would  be  happy  to  put  some 
material  together  on  what  activity  is  going  on.  My  guess  is  it  is 
tied  up  in  the  safe  harbor  regulations  which  we  are  trying  very 
hard  to  get  out  at  this  time. 

Mr.  Levin.  Do  it  for  us,  and  promptly,  because  we  are  going  to  be 
marking  up  a  bill  fairly  soon. 

Mr.  Mangano.  I  will. 

[The  following  information  was  subsequently  received:] 
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ConjreBS  of  the  Idratd  States 

%mt  of  UeprescntatiUEs 
IDaslimgton,  B£  20515 

July  10,  1990 

Richard  P.  Kusserow 
Inspector  General 

Department  of  Health  and  Human  Services 
5250  Cohen  Building 
330  Independence  Ave.,  S.W. 
Washington,  D.C.  20201 


7  WEST  NINE  MILE 
(313) 669-4444 


Dear  Inspector  General  Kusserow: 


Recently,  the  Ways  and  Means  Health  Subcommittee  held  a 
hearing  regarding  fraud  and  waste  in  the  Medicare  program.  Some 
of  the  interest  in  addressing  cataract  surgery  stemmed  from  a 
January  1990  series  in  the  Detroit  News  that  highlighted  high- 
volume  cataract  surgery  practices  in  Michigan. 

Mike  Mangano,  Deputy  Inspector  General  for  Evaluation  and 
Inspections,  testified  on  research  conducted  regarding  the 
quality  and  necessity  of  cataract  surgery,  particularly  focusing 
on  the  higher-volume  practices.     During  the  course  of  the 
hearing,  some  of  the  cataract  surgery  witnesses  brought  up  some 
issues  on  which  I  would  appreciate  your  response. 

First,  The  American  Society  of  Cataract  and  Refractive 
Surgery  presented  testimony  that  the  Inspector  General  already 
possesses  the  authority  to  prosecute  the  kinds  of  practices  that 
have  been  alleged  in  the  Detroit  area.     Specifically,  the 
Society  states  that  the  Medicare  and  Medicaid  Patient  and  Program 
Protection  Act  of  1987  "unquestionably  bans  free  vision 
screenings  at  nursing  homes  or  elsewhere. .. outlaws  free 
transportation,  free  food  and  other  such  inducements. .. [and] 
clearly  proscribes  the  promise  to  send  a  patient  back  to  the 
referring  professional  for  Medicare-reimbursed  post-operative 
care  or  other  care  in  return  for .. .referrals. "  (Testimony 
presented  to  the  Subcommittee  p. 6)     Is  this  the  case?     If  so, 
how  many  investigations  are  pending  regarding  the  activities 
described  by  the  Society?    How  many  have  been  dropped  and  why? 
What  have  been  the  complications  with  these  cases  that  have 
precluded  prosecution  and/or  settlement? 

Second,  the  Society  states  that  these  issues  of  concern  will 
not  be  resolved  until  "the  Inspector  General  of  HHS  speaks 
clearly  and  loudly  about  the  illegality  of  inducements  and 
referral  promises,  and  begins  to  penalize  those  who  flaunt  the 
law..."    This  appears  to  imply  that  although  the  means  exists. 
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there  ie  little  effort  to  accomplish  the  goals  of  the  act.  What 
action  has  your  office  taken  to  clarify  the  letter  of  the  law? 
What  have  you  distributed,  either  in  the  form  of  a  Fraud  Alert  or 
other  communication,  to  the  medical  community  about  what  is  or  is 
not  illegal,  if  the  law  is  not  clear? 

Finally,  I  am  interested  in  your  comments  about  the  clarity 
of  the  law.    As  you  know.  Chairman  Stark  has  pressed  for  a 
"bright  line"  test  on  referral  arrangements  in  certain  types  of 
practices  because  many  felt  the  Medicare  and  Medicaid  Patient  and 
Program  Protection  Act  was  vague  in  these  areas.     I  am  also 
interested  in  clarifying  the  intent  of  the  law  if  the  current 
statute  is  too  ambiguous  for  practitioners  or  their  counsel  to 
understand.     Particularly,  I  am  concerned  about  the  use  of 
trinkets,  transportation,  free  screenings  and  other  potential 
inducements  and  Medicare's  implicit  financial  support  for  these 
activities.     First,  what  is  your  opinion  on  prohibiting  the  use 
of  Medicare  funds  for  these  purposes?    Second,  what  is  your 
opinion  of  prohibiting  practitioners  from  paying  "bounties"  to 
their  employees  for  inducing  patients  to  have  surgery  or  other 
services? 

I  appreciate  your  prompt  attention  to  these  concerns. 
Please  feel  free  to  contact  me  or  Phyllis  Albritton  of  my  office 
(225-4961)  if  you  should  have  additional  questions  regarding  this 
request. 


Sincerely, 


Sander  Letin 
Member  of  Congress 


149 


DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES  Office  of  inspector  General 


Washington,  D  C.  20201 

AUG    8  1990 


The  Honorable  Sander  Levin 
House  of  Representatives 
Washington,  D.C.  20515 

Dear  Mr.  Levin: 

This  is  in  response  to  your  July  10  letter  regarding  issues 
raised  by  witnesses  at  the  recent  hearings  on  Medicare  fraud 
and  waste. 

Your  first  question  asks  whether  the  Medicare  and  Medicaid 
Patient  and  Program  Protection  Act  of  1987  (the  Act)  grants 
the  Office  of  Inspector  General  (OIG)  authority  to  prosecute 
inducements  such  as  (1)   free  vision  screening,  free 
transportation,  and  free  food,  and  (2)  the  referral  of 
patients  back  to  the  original  referring  practitioner  for 
post-operative  or  other  care.     This  question  deals  with  two 
different  types  of  inducements.     The  first  type  would  be  made 
directly  to  a  beneficiary,  and  the  second  type  to  a 
practitioner  in  a  position  to  continue  making  referrals. 

The  Department  has  consistently  taken  the  position  that  the 
Medicare  and  Medicaid  anti-kickback  statute  is  violated  when 
anything  of  value  is  paid  or  received  in  return  for  referring 
or  obtaining  Medicare  business.    However,  our  experience  has 
been  that  United  States  (U.S.)  Attorney's  Offices  view 
incentives  given  to  beneficiaries,  such  as  free  screening, 
transportation,  or  food,  differently  from  corrupt  payments 
between  physicians  or  other  Medicare  providers.  Federal 
prosecutors  consider  incentives  given  to  beneficiaries  as 
technical  violations  of  the  anti-kickback  statute,  and  do  not 
view  persons  providing  or  accepting  them  as  criminals. 
Because  of  this,  the  OIG  does  not  investigate  cases  which 
solely  involve  incentives  to  beneficiaries. 

The  common  practice  of  sending  a  beneficiary  back  to  the 
referring  professional  as  a  condition  of  the  initial  referral, 
when  no  payments  between  the  referring  parties  are  involved, 
is  also  unlikely  to  be  prosecuted.     However,  if  the  promise  of 
referrals  is  conditioned  upon  the  exchange  of  money  or  some 
other  inducement,  prosecutors  would  view  the  practice 
differently. 

In  the  past  several  years,  our  investigations  have  led  to  the 
conviction  of  13  eye  care  professionals  or  businesses,  and  to 
the  imposition  of  civil  and/or  administrative  remedies. 
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For  example,  2  years  ago,  a  Midwestern  ophthalmologist  was 
convicted  for  false  claims  and  mail  fraud  in  connection  with 
nonrendered  services.     Besides  receiving  a  prison  term,  the 
physician  was  fined  over  $80,000  and  his  professional 
corporation  was  fined  $75,000.     In  addition,  a  $95,000  Civil 
Monetary  Penalty  Law  (CMPL)  settlement  was  obtained,  and  the 
physician  was  excluded  from  participating  in  the  Medicare 
program  for  15  years. 

During  Fiscal  Year  (FY)   1990,  an  optometrist  agreed  to  a  CMPL 
settlement  of  $648,900  for  billing  for  follow-up  care  actually 
rendered  by  an  optometrist;  a  2-year  Medicare  program 
exclusion  is  pending.     In  FY  1989,  an  ophthalmologist  who 
billed  for  nonrendered  services  agreed  to  a  $190,000  CMPL 
settlement  and  a  3-year  exclusion  from  Medicare.     In  both 
cases,  criminal  and  civil  liabilities  were  settled 
simultaneously. 

Your  second  question  asks  what  the  DIG  has  done  to  accomplish 
the  goals  of  the  Act.     In  addition  to  continuing  investiga- 
tions such  as  those  described  above,  we  are  making  a  major 
effort  to  curtail  the  proliferation  of  illegal  joint  venture 
business  arrangements  which  are  really  kickback  schemes  for 
patient  referrals. 

In  1989,  we  issued  a  special  fraud  alert  on  joint  venture 
arrangements.     This  fraud  alert  has  created  a  high  degree  of 
awareness  in  the  health  care  community  regarding  kickbacks  in 
general.     Currently,  we  are  preparing  a  similar  fraud  alert  to 
address  the  problem  of  routine  waivers  of  coinsurance  and 
deductible  amounts  by  charge-based  Medicare  Part  B 
practitioners  and  suppliers.     We  consider  such  routine  waivers 
to  be  illegal  inducements  and  to  involve  false  claims. 

However,  U.S.  Attorney's  Offices  rarely  prosecute  these 
offenses,  because  they  view  the  practice  as  beneficial  to  the 
patient,  even  though  the  abuse  costs  the  Government 
significant  taxpayer  dollars.     The  forthcoming  fraud  alert 
will  seek  to  educate  prosecutors  and  the  public  about  the 
potential  harm  of  this  practice. 

Regarding  the  clarity  of  the  anti-kickback  statute,  the  OIG 
has  consistently  maintained  that  the  statute,  although  broadly 
worded,  is  unambiguous.     No  court  has  decided  to  the  contrary. 
In  fact,  several  courts  have  upheld  kickback  convictions  upon 
appeal,  where  defendants  have  challenged  the  alleged  vagueness 
of  the  statute. 

Because  the  breadth  of  the  anti-kickback  statute  causes  many 
common  business  practices  to  fall  within  its  ambit,  the 
Congress  required  the  Secretary  of  Health  and  Human  Services 
to  promulgate  "Safe  Harbor"  regulations.     These  regulations 
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are  intended  to  narrow  the  reach  of  the  statute  by  protecting 
from  prosecution  business  practices  which,  while  possible 
technical  violations,  are  innocuous  or  beneficial.  Final 
regulations  are  awaiting  the  Secretary's  signature  and  release 
to  the  Office  of  Management  and  Budget.    We  anticipate 
publication  later  this  year.     These  regulations,  along  with 
fraud  alerts,  should  help  providers  and  their  attorneys 
understand  the  law. 

You  also  asked  for  our  opinion  on  (1)  prohibiting  the  use  of 
Medicare  funds  for  trinkets,  transportation,  free  screening, 
and  similar  inducements,  and  (2)  practitioners  paying  bounties 
to  their  employees  for  inducing  patients  to  have  surgery  or 
other  services. 

Regarding  the  use  of  Medicare  funds  to  pay  for  such 
inducements,  U.S.  Attorneys,  as  we  have  said,  are  reluctant  to 
prosecute  cases  involving  inducements  to  beneficiaries.  If 
the  Congress  believes  that  such  inducements  are  a  serious 
problem,  it  may  decide  to  prohibit  direct  Medicare  payments 
for  such  items,  rather  than  rely  on  the  anti-kickback  statute 
as  the  principal  enforcement  mechanism. 

With  respect  to  the  payment  of  bounties,  we  believe  that  the 
anti-kickback  statute  prohibits  direct  or  indirect  incentive 
payments  for  the  acquisition  or  referral  of  business,  where 
such  payments  are  not  for  the  provision  of  covered  items  or 
services  under  Medicare.     However,  we  do  not  believe  this 
would  preclude  bona  fide  paid  employees  from  discussing  the 
advantages  of  services  with  potential  patients. 

We  appreciate  your  concern  regarding  these  matters,  and  your 
continuing  interest  in  our  efforts.     If  you  have  any  questions 
regarding  fraud  or  waste  in  the  Medicare  program,  please  feel 
free  to  contact  me,  or  have  your  staff  contact  Mr.  Stephen  H. 
Davis  at  619-3270. 


Sincerely  yours. 


Richard  P.  Kusserow 
Inspector  General 
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Mr.  Levin.  I  think  this  profession  and  everyone  else  knows  what 
we  do  when  we  don't  have  the  examples.  There  will  be  a  tendency 
to  use  an  action  because  we  don't  know  what  else  to  do,  so  we  just 
lop  it  off,  and  one  of  the  problems  with  doing  that  is  that  we  hurt 
the  quality  practitioner,  and  in  a  sense,  we  give  a  further  induce- 
ment to  those  who  emphasize  volume  at  the  expense  of  equipment 
to  do  more  of  the  same,  and  we  are  determined  here  in  the  subcom- 
mittee to  grab  a  hold  of  these  issues  as  fully  as  we  can. 

If  the  present  laws  on  the  books  aren't  being  enforced,  we  want 
to  know  that.  If  they  are  unclear,  we  want  to  know  that.  If  there 
are  some  new  ideas  that  we  can  undertake,  we  want  to  do  so.  It  is 
complicated,  but  it  is  a  possibility  to  use  disincentives  when  you 
craft  the  law. 

All  right,  we  have  gone  a  long  time  without  lunch,  but  also,  for- 
tunately, without  the  bells.  I  want  to  thank  you,  and  on  behalf  of 
my  colleagues,  who  have  a  real  interest  in  this,  I  also  want  to  say 
thank  you. 

We  stand  adjourned. 

[Whereupon,  at  1:27  p.m.,  the  hearing  was  adjourned.] 
[Submissions  for  the  record  follow:] 
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Chief  Executive  Officer 


June  13,  1990 


The  Honorable  Pete  Stark 
Chairman 

Subcommittee  on  Health 
Committee  on  Ways  and  Means 
U.S.  House  of  Representatives 
Washington,  D.C.  20515 


Dear  Mr.  Chairman: 

Thank  you  for  your  recent  invitation  to  appear  at  the  public 
hearing  on  fiscal  year  1991  budget  issues  relating  to  Medicare 
waste  and  abuse.  As  we  have  in  the  past,  both  before  the 
Senate  Aging  Committee  and  with  the  Health  Care  Financing 
Administration  and  Office  of  the  HHS  Inspector  General,  we 
would  like  to  respond  to  your  inquiry  regarding  the  reasonable- 
ness of  Amgen's  price  for  EPOGEN®  (Epoetin  alfa),  recombinant 
human  erythropoietin. 

Unfortunately  we  are  unable  to  participate  in  the  hearing 
because  of  scheduling  conflicts.  However,  we  are  confident 
that  this  written  testimony  will  provide  you  and  the  other 
members  of  the  Subcommittee  with  information  necessary  to 
achieve  the  purposes  of  the  hearing. 

Since  its  founding  in  1980,  Amgen  has  been  dedicated  to  the 
development  of  human  pharmaceuticals  using  advances  in 
recombinant  ONA  technology  and  molecular  biology.  On  June  1, 
1989,  Amgen  was  granted  a  license  by  the  Food  and  Drug 
Administration  to  manufacture  and  market  its  first,  and  thus 
far  only,  pharmaceutical  product,  EPOGENO. 

As  you  may  know,  in  healthy  adults,  erythropoietin  is  produced 
in  the  kidney  in  response  to  changes  in  oxygen  availability  in 
the  bloodstream.  Erythropoietin  travels  to  the  bone  marrow, 
where  it  stimulates  cells  in  the  marrow  to  mature  into  red 
blood  cells  which  are  released  into  the  bloodstream.  Red  blood 
cells  carry  oxygen  to,  and  carbon  dioxide  from,  tissues  and 
organs  throughout  the  body. 
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Since  the  kidney  is  the  principal  site  of  erythropoietin 
production  in  adults,  renal  insufficiency  almost  always  results 
in  anemia,  or  a  shortage  of  oxygen-carrying  red  blood  cells. 
Of  the  108,000  Americans  receiving  maintenance  dialysis,  more 
than  75%  are  anemic  and  an  estimated  25%  are  so  severely  anemic 
that  they  require  blood  transfusions  to  survive. 

First  cloned  and  developed  by  Amgen  scientists,  EPOGEN®  has  the 
same  amino  acid  sequence  and  primary  biological  effect  as 
-natural  erythropoietin.  The  first  clinical  trials  of  EPOGEN® 
were  begun  by  Amgen  in  1985.  In  the  multicenter  clinical 
trials  that  followed,  EPOGEN®  proved  effective  in  correcting 
anemia  in  over  95%  of  the  patients  treated,  and  it  virtually 
eliminated  the  need  for  blood  transfusions.  EPOGEN®  therapy 
significantly  increased  patients'  quality  of  life,  including 
their  energy  and  activity  levels  and  capacity  to  exercise.  It 
enabled  some  patients  to  return  to  work.  The  product  was 
generally  well-tolerated  without  serious  adverse  effects. 

As  you  know,  through  the  end-stage  renal  disease  program. 
Medicare  covers  most  of  the  costs  of  health  care  provided  to 
patients  on  dialysis.  As  a  result.  Medicare  has  been  the 
principal  payer  for  EPOGEN®  for  patients  on  dialysis.  While 
payment  for  EPOGEN®  has  an  impact  on  the  Medicare  budget,  this 
budget  will  realize  significant  offsetting  economic  benefits. 
In  particular,  the  cost  of  blood  transfusions  and  androgenic 
steroids,  and  the  side  effects  and  risks  of  these  therapies 
(including  AIDS  and  hepatitis),  should  be  virtually  eliminated, 
with  significant  savings  to  the  Medicare  program. 

In  addition,  the  number  of  successful  kidney  transplants  should 
increase.  Patients  who  receive  transfusions  are  at  risk  of 
developing  antibodies  which  increase  the  incidence  of  kidney 
transplant  rejection.  Patients  who  will  never  have  to  receive 
a  transfusion,  because  of  EPOGEN®,  will  not  develop  these 
antibodies.  Therefore,  we  expect  that  more  patients  will  be 
eligible  for  transplantation  and  a  greater  percentage  of 
transplants  will  be  successful.  Furthermore,  preliminary 
reports  indicate  that  the  antibody  levels  of  previously 
transfused  patients  may  decline  over  time  as  they  no  longer 
receive  transfusions. 

Additional  areas  of  savings  to  the  government  are  more  difficult 
to  quantify  at  this  time,  but  early  evidence  suggests  that,  if 
their  anemia  is  prevented,  fewer  patients  will  become 
unemployed  when  they  begin  dialysis.  As  many  as  25%  of 
patients  on  dialysis  report  that  they  cannot  work  because  of 
fatigue,  tiredness  and  lack  of  energy  —  all  of  which  are 
symptoms    of    anemia,    which   EPOGEN®    corrects.      At    one  center 
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participating  in  the  Amgen  clinical  trials,  16%  o£  patients 
were  reported  to  have  returned  to  work  after  EPOGEN®  therapy 
corrected  their  anemia.  When  a  patient  works,  not  only  does 
the  government  collect  increased  tax  revenue,  but  in  many 
cases,  disability  payments  are  eliminated. 

In  1985,  Amgen  licensed  U.S.  EPOGEN®  marketing  rights  to  all 
indications  except  dialysis  to  Ortho  Pharmaceuticals,  a 
subsidiary  of  Johnson  &  Johnson.  Rights  to  market  EPOGEN®  in 
foreign  countries  have  also  been  licensed  to  other  companies. 

Recognizing  that  approximately  90%  of  the  patients  in  Amgen 's 
retained  and  only  market  (i.e..  patients  with  end-stage  renal 
disease  on  dialysis)  are  Medicare  beneficiaries,  Amgen 
approached  the  Health  Care  Financing  Administration  (HCFA)  in 
June  1988,  to  discuss  coverage  and  reimbursement  issues.  Over 
the  course  of  the  ensuing  year,  representatives  of  Amgen  and 
HCFA  met  frequently,  reviewed  available  data,  and  prepared 
numerous  analyses  of  the  clinical  benefits  and  potential 
economic  impact  of  EPOGEN®  therapy. 

On  June  22,  1989,  HCFA  announced  that,  as  an  interim  payment 
policy.  Medicare  would  pay  dialysis  facilities  an  additional 
$40  per  dialysis  session  when  EPOGENO  is  administered.  Prior 
to  that  announcement,  in  conjunction  with  FDA's  approval  of 
EPOGEN®,  Amgen  announced  its  price  to  wholesalers,  $10  per 
1,000  units.  (In  our  clinical  trials,  most  patients  received 
between  2,000  and  8,000  units,  three  times  per  week,  depending 
on  the  patient's  weight  and  other  factors.) 

Amgen  understands  the  Subcommittee's  concern  about  Medicare 
expenditures.  In  pricing  EP0GEN9,  Amgen  considered  its 
historical  investment  in  EP0GEN9  research  and  development 
(including  the  cost  of  capital  to  fund  those  efforts),  its 
expected  future  expenditures  (principally  the  research, 
development,  testing  and  medical  education  necessary  to  bring 
other  new  products  to  market),  and  the  special  characteristics 
of  the  dialysis  marketplace.  The  price  Amgen  set  was  well  below 
the  then-current  average  European  price  for  erythropoietin, 
which  was  more  than  $14  per  1,000  units.  These  prices  had  been 
set  in  many  cases  by  governments  of  the  countries  involved. 

We  strongly  believe  that  had  a  different  company  been  the  first 
to  market  this  product  in  the  United  States,  Medicare  outlays 
would  be  significantly  higher  than  they  are  today.  As  a  former 
businessman,  you  will  appreciate  the  market  power  that  HCFA  had 
over  Amgen  at  the  time.  With  virtually  no  revenue  available 
from  other  products,    and  having  only  the   dialysis   market  to 
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serve,  Amgen  could  ill-a££ord  to  price  EPOGEN®  at  a  higher  than 
reasonable  level.  HCFA  held  and  continues  to  hold  significant 
power  over  the  price  of  EPO  —  so  long  as  Amgen  is  the  sole 
player  in  the  market,  and  HCFA  exerted  substantial  pressure  on 
Amgen  to  sell  EPOGEN®  in  the  U.S.  substantially  below  the  world 
price. 

Reports  in  the  media  have  suggested  that  Amgen  intended  to  make 
unreasonable  profits  from  the  sale  of  EPOGEN®,  at  the  expense 
of  the  American  taxpayer.  In  particular,  you  yourself  have 
alleged  in  the  media  that  it  costs  Amgen  $140  to  manufacture  a 
patient-year's  supply  of  the  drug,  with  the  further  inference 
that  this  is  Amgen's  total  cost.  With  all  due  respect,  this  is 
grossly  inaccurate. 

It  is  important  to  understand  that  the  manufacturing  costs  of 
EPOGENO  include  not  only  the  costs  of  bulk  manufacturing  (the 
step  to  which  the  sources  for  the  $140  figure  refer),  but  also 
the  much  higher  costs  of  other  manufacturing  steps,  including 
vialing  and  packaging.  As  has  been  reported  in  our  publicly 
available  audited  financial  statements,  the  cost  of  sales  of 
EPOGEN®  is  18%  of  product  sales.  Costs  of  sales  include 
manufacturing  costs  as  well  as  certain  distribution  costs, 
royalties,  and  product  liability  insurance. 

Because  EPOGEN®  is  a  completely  new  therapeutic  entity,  Amgen 
must  provide  more  extensive  medical  education  and  medical 
information  support  for  the  product  than  a  typical 
pharmaceutical  product  requires,  in  order  for  physicians, 
nurses,  and  other  health  care  professionals  to  be  properly 
informed  about  its  use.  Even  one  year  after  the  product's 
launch  and  beyond,  this  information  and  education  effort  must 
continue  at  a  high  level. 

The  cost  of  bringing  EPOGEN®  to  market  must  also  include  the 
cost  of  the  corporate  infrastructure  required  to  support  the 
effort.  Such  costs  include  human  resources,  accounting,  and 
other  administrative  functions,  as  well  as  general  overhead 
costs.  Furthermore,  in  the  fiscal  year  ended  March  31,  1990, 
Amgen  accruod  more  than  $10  million  in  federal  and  state  income 
tax  expenses,  representing  35%  of  income  before  taxes. 

I  would  like  to  emphasize  the  need  to  include  in  the  price  of  a 
new  drug  product  a  reasonable  return  to  the  manufacturers* 
investors.  Over  the  course  of  its  eight-year  operating  history, 
up  to  the  approval  of  EPOGEN®,  Amgen  spent  approximately  $338 
million,  primarily  on  research  and  development,  including 
capital    improvements.      In   fact,    according   to   a   Business  Week 
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survey  of  companies  in  the  United  States  published  last  year, 
Amgen  ranked  first  in  R&D  dollars  spent  as  a  percent  of  sales 
(89.5%),  as  well  as  in  R&D  dollars  spent  per  employee 
($112,269).  Business  Week  reported  that  Amgen  invested  more  in 
research  and  development  than  any  of  its  competitors:  729% 
more  in  1988,  and  an  average  of  448%  more  over  the  past  five 
years . 

This  significant  investment  in  R&D  has  led  to  the  development 
of  two  of  the  most  important  biotechnology  products,  EPOGEN® 
and  NEUPOGEN®.  A  Product  License  Application  and  Establishment 
License  Application  for  NEUPOGEN®  (recombinant  granulocyte- 
colony  stimulating  factor)  have  been  filed  with  the  FDA,  and 
this  product  may  be  approved  for  sale  to  patients  late  this 
year  or  early  next  year.  NEUPOGEN®  stimulates  the  production 
of  white  blood  cells  that  fight  bacterial  infections,  and  it 
appears  promising  in  its  application  to  patients  with  extremely 
low  white  blood  cell  counts  brought  on  by  chemotherapy. 

Typically,  in  the  hopes  of  identifying  the  handful  of  products 
that  will  be  therapeutically  valuable,  a  company  must  proceed 
with  research  and  development  for  many  products,  only  a  few  of 
which  become  commercially  successful.  Furthermore,  especially 
in  a  new  field  like  biotechnology,  it  is  necessary  to  incur  the 
costs  of  developing  basic  technology  which  is  essential  to  the 
development  of  therapeutic  products.  Therefore,  the  cost  to 
develop  a  product  such  as  EPOGEN®  necessarily  includes  the  cost 
of  basic  technology  as  well  as  the  cost  of  R&D  on  products 
which  have  not  proven  to  be  successful.  The  true  cost  of 
developing  EPOGEN®  has  been  more  than  half  of  the  company's 
total  expenditure  of  $338  million. 

Approximately  $185  million  of  the  money  to  fund  these 
extraordinary  research  and  development  efforts  has  been  in  the 
form  of  equity  capital,  most  of  which  was  invested  at 
significant  risk  by  investors  who  believed  in  the  quality  of 
the  company's  science  and  its  management.  Today  the  United 
States  enjoys  a  clear  lead  in  biotechnology.  We  are  ahead  of 
Europe  and  Japan  in  the  research  and  development  of  new 
products  from  biotechnology.  We  have  achieved  this  lead 
through  th«  support  of  private  capital.  Unlike  our  foreign 
competitors,  many  of  whom  are  supported  by  direct  government 
subsidies,  the  U.S.  biotechnology  industry  has  been  financed 
almost  exclusively  by  private  capital.  We  are  proud  of  our 
progress  and  ask  for  no  subsidy  from  the  government.  At  the 
same  time,  in  order  to  maintain  our  industry's  lead,  it  is 
imperative  that  those  who  have  invested  in  our  industry  be  able 
to  achieve  a  return  on  that  investment. 


33-625  -  90  -  6 


158 


The  Honorable  Pete  Stark 
June  13,  1990 
Page  6 


The  subsidies  provided  by  the  Japanese  and  some  European 
governments  are  obvious  in  the  price  that  these  governments 
have  set  for  EPO.  In  Japan,  the  price  is  twice  that  of  the 
U.S.  and  in  France  —  normally  a  very  low-drug-price  country  — 
the  price  is  41%  higher.  In  particular,  the  Japanese  have  a 
strong  commitment  to  supporting  their  biotechnology  industry. 
At  twice  the  U.S.  price  for  EPO  and  with  a  high-price 
government  philosophy  for  biotech  products  in  general,  it  is 
easy  to  see  that  Japanese  companies  can  afford  the  enormous  R&D 
expenditures  needed  to  challenge  the  U.S.  lead. 

Unless  Amgen  achieves  from  EPOGEN®  an  adequate  rate  of  return 
on  these  investments,  it  is  unclear  that  Amgen,  or  other 
innovative  biotechnology  companies,  will  be  able  to  fund 
biotechnology  research  and  development  in  the  future  or  access 
the  capital  markets  at  all.  Without  an  adequate  rate  of 
return,  investors  will  not  continue  to  invest  in  this  promising 
but  risky  area  of  new  technology.  I  want  to  emphasize  that,  at 
this  time  in  the  history  of  biotechnology,  investor  anxiety  is 
extremely  high,  and  the  possibility  of  heavy-handed  government 
regulation  is  a  major  cause  of  this  anxiety.  Amgen  is  now  the 
largest  independent  U.S.  biotechnology  company.  Its  success  or 
failure  with  EPOGENO  will  be  extraordinarily  important  in 
investor  thinking. 

Some  of  the  risks  associated  with  investing  in  biotechnology 
companies  have  to  do  with  significant  delays  in  achieving 
appropriate  patent  protection,  with  the  potential  loss  to 
foreign  countries  of  much  of  the  intellectual  property 
developed  by  our  industry.  It  is  possible,  for  example,  that 
EP0GEN9  might  have  to  compete  very  soon  with  a  Japanese-made 
product,  because  despite  our  substantial  legal  expenditures  for 
Patent  Office  work,  the  International  Trade  Commission  and  the 
federal  courts  have  not  yet  afforded  us  the  level  of 
intellectual  property  protection  normally  accorded  pioneers  of 
new  products. 

As  I  mentioned  earlier,  EPOGENO  is  Amgen 's  only  human 
pharmaceutical  approved  for  sale.  Apart  from  a  small  line  of 
biological*  for  the  basic  science  research  market,  the  company 
has  no  other  products  to  sustain  it  as  it  continues  its 
substantial  efforts  to  develop  other  "breakthrough"  products. 
At  the  same  time,  since  EP0GEN9  is  Amgen 's  only  products  the 
degree  of  profitability  from  EP0GEN9  will  be  readily  apparent 
to  Medicare,  to  the  Congress,  to  all  observers,  from  the 
company's  audited  financial  statements  filed  periodically  with 
the  Securities  and  Exchange  Commission. 
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As  has  been  reported  in  our  periodic  quarterly  reports  and  will 
shortly  be  reported  in  our  annual  10-K  filing,  for  our  fiscal 
year  ending  March  31,  1990,  Amgen  had  total  revenues  of  $199 
million.  including  $152  million  in  sales,  primarily  from 
EPOGEN®^,  $38.2  million  in  revenue  from  corporate  partners, 
and  $8.6  million  in  interest  income.  (It  is  important  to  note 
that  the  $38.2  million  in  revenue  from  corporate  partners 
represents  the  sale  of  "scientific  assets"  in  the  form  of 
agreements  to  license  Amgen  technology.)  For  the  fiscal  year, 
Amgen  net  income  was  $19  million  or  a  10%  return  on  revenue. 
The  pharmaceutical  industry  average  as  reported  in  Business 
Week  (April  13,  1990)  was  14%.  Thus,  despite  introducing  a 
truly  extraordinary  breakthrough  product,  Amgen 's  return  on 
revenue  was  below  the  pharmaceutical  industry  average. 

In  terms  of  return  on  equity,  the  $19  million  profit  for  Fy90 
represents  a  10%  return  on  equity,  compared  with  23.8%  for  the 
industry.  Finally,  Amgen' s  return  on  assets  of  6%  pales  in 
comparison  to  the  pharmaceutical  industry  average  of  13%. 

As  you  know,  no  one  makes  interest-free  loans.  Although  Amgen 
pays  no  dividends,  our  investors  expect  us  to  recover  more  on 
their  investment  than  was  spent.  At  our  current  level  of 
profitability,  it  will  take  many  years  to  generate  total 
profits  equal  to  the  total  investment  in  EPOGEN®,  much  less  a 
return  on  that  investment. 

Amgen  has  made  every  effort  to  balance  its  responsibilities  to 
patients  and  society  with  its  responsibilities  to  employees  and 
stockholders  in  pricing  its  first  product.  We  are  quite 
disappointed  that  our  selling  price  for  EPOGENS,  which  is 
substantially  below  the  world  price, ^  has  been  perceived  by 
some  as  excessive.  We  believe  the  price  to  be  fair  to  all 
concerned. 

In  summary,  the  experience  of  Amgen  in  pricing  its  first 
pharmaceutical  product  has  been  uniquely  affected  by 
characteristics  of  the  company  and  of  its  retained  market.  Of 
paramount  in^ortance  in  establishing  a  price  for  this  product 
has  been  the  company's  need  to  survive.  Returning  reasonable 
value  to  its  investors  is  an  essential  element  of  that  survival. 


^     Approximately  $3  million    in   product    sales   came   from  the 
small  line  of  biological  products. 

2     Attached  to  this  letter  is  a  comparison  of  world  prices  for 
r-HuEPO. 
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Amgen  has  also  taken  seriously  its  obligation  to  insure  that 
all  dialysis  patients  who  need  EP0GEN9  will  receive  it. 
Discussions  with  HCFA  centered  on  that  goal,  and  on  the 
government's  obligation  to  conserve  Medicare  trust  funds. 
HCFA,  like  the  FDA,  gave  recombinant  erythropoietin  high 
priority  and  acted  rapidly  and  responsibly  in  making  it 
possible  for  patients  to  receive  this  valuable  therapeutic. 

Amgen  would  have  preferred  a  reimbursement  methodology  which 
created  more  incentives  to  provide  adequate  amounts  of  EPOGEN® 
to  anemic  patients,  but  we  are  pleased  with  the  diaglogue  we 
have  established  with  HCFA.  We  are  hopeful  that  information 
that  has  been  gathered  will  suggest  ways  to  fine-tune  the 
methodology  as  required  to  improve  patient  access. 

Amgen  would  be  happy  to  meet  with  you  personally  and  with  any 
member  of  the  Subcommittee  or  anyone  on  your  staff  to  discuss 
this  written  testimony  and  any  questions  which  may  remain.  We 
understand  your  responsibilities  to  taxpayers  and  to  the 
beneficiaries  of  Medicare  benefits.  I  hope  that  your 
Subcommittee  will  agree  that  we  at  Amgen  have  responsibilities 
to  stockholders  and  employees,  as  well  as  to  government  and 
society,  and  that  we  have  been  successful  in  achieving  an 
appropriate  balance  among  these  many  responsibilities. 


Sincerely, 


Gordon  M.  Binder 

Chief  Executive  Officer 


161 


ATTACHMENT,   PAGE  1 


A.     EDBOPgAH  PRICING  OF  r-HuBPO  -  MID-1Q«Q 


Price  in 

Exchange  Rate 

Price  In 

Percent  over 

Country 

Native  Currency^ 

as  of  6/4/89 

U.S.  Dollars 

U.S.  Price 

Austria 

833.00 

0.0719448 

59.93 

46\ 

France 

330.00 

0.1492121 

49.24 

20\ 

Germany 

110.00 

0.5044545 

55.49 

35% 

Greece 

12,050.00 

0.0058846 

70.91 

73\ 

Netherlands 

114.00 

0.4493860 

51.23 

25% 

Portugal 

13,614.00 

0.0060680 

82.61 

101% 

Switzerland 

99t00 

0,5942424 

57,84 

41% 

[united  States 

41.00 

1.0000000 

41.001 

54% 

Average  European  price  for  r-HuEPO 

$58.53 

EUROPEAN  PRICING  OF  r-HuEPO  -  MID-1990 


Covintry 


Price  in 
Native  Currency^ 


Exchange  Rate 
as  of  6/11/89 


Price  In 
U.S.  Dollars 


Percent  over 
U.S.  Price 


Austria 

694.45 

0.0840000 

58.83 

42% 

Belgium 

2,022.83 

0.0287400 

58.14 

42% 

Denmark 

396.00 

0.1551000 

61.42 

50% 

Finland 

224.39 

0.2521100 

56.57 

38% 

France 

330.00 

0.1753800 

57.88 

41% 

Germany 

98.00 

0.5908000 

57.90 

41% 

Greece 

13,000.00 

0.0060350 

78.46 

91% 

Italy 

73,777.00 

0.0008035 

59.28 

45% 

Luxembourg 

2,023.00 

N/A 

N/A 

N/A 

Netherlands 

114.00 

0.5252000 

59.87 

46% 

Norway 

383.00 

0.1538000 

58.91 

44% 

Portugal 

9,508.00 

0.0067110 

63.81 

56% 

Spain 

7,200.00 

0.0095270 

68.59 

67% 

Sweden 

360.00 

0.1635000 

58.86 

44% 

Switzerland 

88.00 

0.6928000 

60.97 

49% 

United  Kingdom 

36.00 

1.6890000 

60.80 

48% 

IVnitQd  SUt«8 

41.00 

1.0000000 

41.00| 

50% 

Average  European  price  for  r-H\iEPO 

$61.34 

C.     JAPANESE  PRICIHQ  OF  r-HuBPO  -  MID-1990 


Country 
Japan 


Price  in  Exchange  Rate       Price  In 

Native  Currency^      as  of  6/11/89    U.S.  Dollars 


12,654.06 


a.0065560 


82.96 


Percent  over 
U.S.  Price 


102% 


1.    Market  research,  March  1989. 


2.  "Recombinant  Erythropoietin:  Payment  Options  for  Medicarei 
Technology  Assessment,  May  1990,  p.  81. 


Office  of 


3.    Kirin  Brewery  Ltd.,  personal  communication,  June  11,  1989. 
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As  Tables  A,  B  and  C  demonstrate,  Amgen's  price  for  .EPOGEN®  is 
substantially  less  than  prevailing  world  prices. 

The  Office  of  Technology  Assessment  has  used  the  Purchasing 
Power  Parity  Theory  (PPPT)  to  measure  this.  We  believe  this 
application  of  PPPT  is  inappropriate  for  a  number  of  reasons. 

Most  importantly,  the  PPPT  reflects  the  prices  of  a  variety  of 
non-pharmaceutical  products  within  the  foreign  country's 
borders  and,  while  the  relative  prices  of  non-pharmaceutical 
products  are  of  interest  to  economists  and  useful  in  analyzing 
the  total  economic  life  of  a  country,  it  is  an  academic  point 
where  r-HuEPO  is  concerned.  More  important  is  the  price  at 
which  Americans  and  the  American  government  actually  can 
purchase  r-HuEPO.  The  price  at  which  anyone  can  purchase 
r-HuEPO  on  the  open  market  is  determined  by  current  exchange 
rates . 

There  are  five  companies  throughout  the  world  currently 
manufacturing  and  marketing  recombinant  human  erythropoietin. 
Regardless  of  theoretical  arguments  about  the  "true  meaning"  of 
exchange  rates,  the  fact  remains  that  no  one  can  purchase 
r-HuEPO  from  any  other  source  more  cheaply  than  they  can  from 
Amgen. 
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ECONOMIC  AN  ALYSIS  & 
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RETRIEVAL 


June  19,  1990 

RE:  Medicare  Waste  &  Abuse:  Access  to  Records  -  Policy  -  Procedure 
&  Practice  at  Health  Care  Financing  Administration  -  Exceptions 
Process  &  Provider  Reimbursement  Review  Board 


Chairman  F.  H.   (Pete)  Stark 

Ways  &  Means  Subcommittee  on  Health 

1125  Longworth  H-use  Office  Building 

ATTN:  Mr.  William  K.  Vaughn 

U.  S.  House  of  Representatives 

Washington  DC  20515 


Dear  Chairman  Stark: 

Thank  you  for  holding  hearings  on  Fraud  &  Abuse  in  the 
Medicare  Program.  Please  accept  this  letter  in  lieu  of  testimony. 
I  would  be  obliged  if  it  is  included  in  the  Hearing  Record,  and 
submit  it  in  proper  form  for  that  purpose. 

I  have  some  first-hand  experience  that  you  might  want  to 
examine  and  investigate,  and  I  am  enclosing  several  questions  about 
the  Execeptions  Awards  Process  at  Health  Care  Financing 
Administration  that  will  point  out  a  set  of  problems. 

The  access  to  records  at  both  the  Office  of  Payment  Policy  and 
the  Provider  Reimbursement  Review  Board  is  governed  by  the  Freedom 
of  Information  Act.  It  is  in  the  administration,  enforcement,  and 
compliance  with  this  act  at  HCFA  and  HHS  that  these  problems  arise. 

T*  e  cost  of  the  non-compliance  is  a  Federal  health  finance 
system  that  forces  people  to  go  to  extra  lengths  to  get  their  just 
payments,  or  to  limit  them  in  their  ability  to  get  payments  that 
they  are  justly  entitled  to  obtain.  It  is  not  a  small  problem,  and 
I  recommend  that  this  material  be  passed  on  the  to  Comptroller 
General  and  the  HHS  Inspector  G'^neral  for  his  examination. 

Mv  experiences  started  last  July,  when  a  California  client 
asked  me  to  get  some  information  for  him  on  hospital  exceptions 
awards  at  the  Baltimore  HCFA  Office. 

I  am  ready  and  willing  to  testify,  at  additonal  later 
hearings,  as  to  my  experiences  getting  documents  from  HCFA  since 
last  July.  You  would  be  amazed  by  the  process  and  procedures,  and 


THOMAS  <i.  HrHON<;ALLA 
l)iKK<Ti>H.  Economic  analysis 
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the  time  involved. 

The  problems  involve  not  only  HCFA  but  its  compliance  and 
observation  of  the  F-eedom  of  Information  Act.  I  better  understand 
complaints  about  HCFA  responsiveness  after  this  set  of  experiences, 
which  are  on  going.  In  fact,  I  would  be  very  grateful  for  your  help 
in  getting  the  information  my  client  sought,  and  is  entitled  to. 

We  particularly  would  like  to  get  the  data  base  of  exceptions 
claims  granted  and  pending  in  the  Hospital  Division,  and  the  data 
base  of  exceptions  granted,  pending,  and  completed  in  the  Nursing 
Home  -  Home  H(=alth  Agency  Division.  Later,  we  may  ask  for  help  in 
getting  the  data  base  for  the  End  Stage  Renal  Disease  Exceptions, 
if  there  is  one. 

Necessary  Background  Facts. 

Each  exceptions  case  has  five  or  six  components.  First  there 
is  a  data  base  in  the  hospital  division  and  the  nursing  home 
division  that  keeps  track  of  which  cases  are  filed,  assigned  and 
pending  from  the  imtermediaries .  HCFA  will  not  let  you  know  who  is 
in  the  data  base  or  have  a  copy  of  that  data  base.  No  access  to 
the  data  base,  except  by  accident.  One  copy  is  attached.  Second, 
each  exceptions  case  is  transmitted  with  a  recommendation  and 
transmittal  letter  from  the  Fiscal  Intermediary  to  the  HCFA  Main 
Office.  The  FI  either  recommends  approval  or  denial,  and  may  make 
suggestions  as  to  the  amount.  The  Third  piece  is  the  application 
from  the  Exempt  Unit,  Exempt  Hospital,  Nursing  Home,  Home  Health 
Agency,  or  End  Stage  Renal  Unit  along  with  its  rationale  and 
justification  for  the  requesting  the  exception.  The  fourth  piece 
is  the  provider  cost  report  for  the  time  period(s)  involved.  The 
Fifth  piece  is  a  Notice  of  Proposed  Reimbursement  (NPR)  issued  by 
FI/HCFA. 

Occassionally ,  the  sixth  piece  is  a  request  for  additional 
information  from  either  the  Fiscal  Intermediary,  the  Office  of 
Payment  Policy  at  HCFA,  or  a  request  for  reconsideration  by  the 
provider.  The  size  of  the  filing  can  be  as  few  as  ten  pages  for 
all  five  items,  and  it  has  been  as  large  as  two  thousand  plus  pages 

A-ards  have  been  as  small  as  $4000  and  as  large  as  $8  million. 
The  size  of  the  individual  award  is  not  as  important,  often,  as  the 
impact  of  the  award  on  the  adjustment  of  the  cost  report  base 
period.  There  are  at  least  100  file  drawers  of  awards  in  hospial, 
&  nusing  home  divisions.  I  have  never  seen  the  ESRD  or  other 
exception  files     or  data  bases. 

Proposed  Questions: 

Here  are  the  questions  I  "ould  ask  about  the  Exceptions  A--ard 
Process.  A  process  I  might  add  -  Where  more  than  3000 
determinations  have  been  made  affecting  the  payment  to  medicare 
providers  in  the  last  ten  years.  No  one  knows  how  many?  That  might 
be  a  first  question?  An  no  one  even  knows  the  total  system  amount 
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by  program  or  in  toto  awarded  in  a  given  fiscal  ysar! 

Q:  Dr.  Walinsky,  if  I  were  a  Medicare  provider  with  an  unusual 
situation  and  wanted  to  get  information  on  Exceptions  A—ards 
Granted  or  background  material  on  Provider  Reimbursement  Review 
Board  fillings,  what  would  I  need  to  do  to  get  that  information? 
Where  would  I  get  even  the  information  to  ask  the  question?  And 
once  I  asked  the  right  question,  how  long  would  it  take  me  to  get 
an  answer? 

Q:  Dr.  Walinsky  -  Gail:  do  providers  have  any  difficulty 
getting  decisions  from  the  Office  of  Payment  Policy  or  the 
Proveider  Reimbursement  Review  Board  on  exceptions  granted  under 
the  Medicare  Program? 

Q:  Dr.  Walinsky,  how  many  decisions  are  rendered  each  year 
in  the  Hospital,  Nursing  Home  &  Home  Health  Agency,  End  Stage 
Renal,  and  any  other  divisions  granting  exceptions  requests  and 
adjustments?  Are  there  exceptions  awards  granted  in  for  other 
areas  for  example:  HMO's?,  Capital  payment  pass  throughs?  Direct 
and  Indirect  Medical  Education  Pass  Throughs? 

Q:  Dr.  Walinsky  -  how  many  people,  professionals  and  support, 
handle  the  requests  at  the  Freedom  of  Information  Act  Office  in 
Baltimore?  Are  two  professionals  in  that  office  really  enough  when 
you  consider  the  number  of  requests,  the  level  of  litigation,  and 
the  size  of  the  programs? 

Q:.  Dr.  Walinsky  -  where  is  the  FOIA  Office  located?  Why 
isn't  it  in  the  main  HCFA  area,  and  not  a  mile  and  a  half  away? 

If  you  desire  to  ask  more  questions,  or  consider  more  please 
let  me  know.  I  am  prepared  to  testify  to  these,  and  have  been 
involved  in  this  process  since  last  July.  There  really  is  a  problem 
here.  My  education  into  the  health  bureaucracy  has  been 
considerably  broadened. 

HYPOTHETICAL  ?^NSWERS  GIVEN  BY  THOMAS  G.  SCHONGALLA 


The  answers  to  the  questions,  given  by  me  for  Dr.  Walinsky, 
are  as  follows: 

Q:  Dr.  Walinsky,  if  I  were  a  Medicare  provider  with  an  unusual 
situation  and  wanted  to  get  information  on  Exceptions  Granted  or 
background  material  on  Provider  Reimbursement  R-^view  Board 
fillings,  what  would  I  need  to  do  to  get  that  information?  Where 
would  I  get  even  the  information  to  ask  the  question?  And  once  I 
asked  the  right  question,  how  long  would  it  take  me  to  get  an 
answer? 

A;  You  wouldn't  know  the  cases  filed  in  previous  years  from 
us,  at  HCFA.  We  don't  generally  release  the  data  bases.  If  you  know 
specific  institutions  or  programs  that  have  filed  for  exceptions 
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by  name,  we  will  get  you  the  answer  in  the  ordinary  course  of 
business.  FOIA  "orks  on  first  in  first  out.  It  takes  about  nine 
months  to  get  an  answer.  We  could  release  the  data  bases  we 
maintain  internally  for  management  of  the  hospital  and  nursing  home 
exceptions,  but  we  really  don't  want  the  provider  community  to  have 
too  much  information  about  this  process. 

As  regards  the  Provider  Reimbursement  Review  Board  -  those 
decisions  are  published.  We  don't  want  to  make  the  records  and 
dockets  open  to  inspection.  If  you  want  information  in  the  files, 
I  am  afraid  Mr.  Chairman,  that  the  ordinary  person  must  again  file 
a  specific  request  for  specific  documents,  and  if  he  has  gotten 
that  right,  it  will  take  about  nine  months  to  get  them  to  him.  We 
do  not  want  out  dockets, open  for  inspection,  because  there  might 
be  Office  of  Counsel  Information  in  the  Docket,  and  we  are  not 
required  to  release  that  under  FOIA,  you  know. 

Q:  Dr.  Walinsky  -  Gail:  do  providers  have  any  difficulty 
getting  decisions  from  the  Office  of  Payment  Policy  or  the  Provider 
Reimbursement  Review  Board  on  exceptions  granted  under  the  Medicare 
Program? 

A:  I  am  sorry  Mr.  Chairman,  they  do.  We  do  not  focus  on 
getting  information  on  the  Exceptions  process  out  to  the  providers. 
In  fact  the  best  way  to  successfully  deal  with  that  process  is  to 
hire  a  seasoned  Fiscal  Intermediary  experet  in  the  Exceptions 
process.  They  have  insights  and  information  not  available  to  the 
ordinary  provider. 

A*  Yes,  Mr.  Chairman,  they  do.  Right  now  the  provider 
Reimbursement  review  board  is  4000  cases  backlogged,  and  we  are 
working  on  1984  Fiscal  Year  Cost  Issues.  An  exceptions  case  is 
often  heard  for  five  or  six  years  back,  and  eight  or  nine  years 
back  is  not  unusual.  Also,  Mr.  Chairman,  we  don't  pay  interest  on 
funds  not  paid  earlier,  and  we  don't  collect  interest  on  monies  due 
either . 

A:  Mr.  Chairman,  you  would  go  to  your  Fiscal  Intermediary,  the 
reimbursement  manual,  and  to  our  policy  directives.  But  Mr. 
Chairman,  I  don't  want  to  make  this  sound  like  a  simple  system.  An 
exception,  by  its  very  name,  is  an  unusual  case,  and  there  may  not 
be  very  good  guidance  available.  Perhaps  a  law  firm,  or  CPA  firm 
specializing  in  reimbursement  cases  might  be  recommended. 

Q:  Dr.  Walinsky,  how  many  decisions  are  rendered  each  year 
in  the  Hospital,  Nursing  Home  &  Home  Health  Agency,  End  Stage 
Renal,  and  any  other  divisions  granting  exceptions  requests  and 
adjustments?  Are  there  exceptions  awards  granted  in  for  other 
areas  for  example:  HMO's?,  Capital  payment  pass  throughs?  Direct 
and  Indirect  Medical  Education  Pass  Throughs? 

A:  I  do  not  know  the  exact  numbers.  But  I  can  tell  you 
exceptions  have  been  provided  by  HCFA  since  1975,  at  least.  I 
think  something  like  400  hospital  exceptions  have  been  considered. 
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There  are  forty  file  drawers  fall  of  them.  I  think  more  than  1200 
nursing  home  and  home  health  agency  awards  have  been  made.  And 
something  like  1100  End  Stage  Renal  Disease  program  exceptions  have 
been  granted.  I  know  that  in  the  future  we  are  likely  to  get  into 
the  exceptions  awards  for  Capital,  Direct  and  Indirect  Medical 
Education,  but  I  do  not  know  right  now.  I  also  do  not  know  how 
many,  if  any  have  been  granted  to  date  there  or  in  Health 
Maintenance  Organization  or  other  special  programs. 

Q:  Dr.  Walinsky  -  how  many  people,  professionals  and  support, 
-handle  the  requests  at  the  Freedom  of  Information  Act  Office  in 
.Baltimore?    Are  two  professionals  in  that  office  really  enough  when 

you  consider  the  number  of  requests,  the  level  of  litigation,  and 

the  size  of  the  programs? 

A:  Mr.  Rosario  Cirrincione  is  the  director  of  that  office,  and 
he  is  assisted  by  one  professional  and  three  or  four  support  staff 
in  Baltimore.  Further,  there  is  a  point  of  contact  in  each  Bureau, 
and  oversight  in  Washington  at  the  Independence  Avenue  Office.  Yes, 
we  have  not  chosen  to  put  our  resources  there.  FOIA  is  a  bottomless 
pit,  and  we  don't  gain  anything  by  supporting  it  aggressively. 

Q:  Do  you  have  a  Freedom  of  Information  Act  Reading  Room  as 
required  by  the  FOIA?   I  understand  that  once  documents  have  been 
-   requested  by  one  party  under  FOIA  a  set  of  them  is  supposed  to  be 
-on  file- for  inspection  by  others.  Do  you  do  that? 

A:  No  we  dont,  we  don't  have  the  space  or  the  personnel. 
JJe^^sfeould  do  that,   and  comply  with  the  Act,  but  we  have  not,  to 
date.  I  will  look  into  that. 

Q:.  Dr.  Walinsky  -  where  is  the  FOIA  Office  located?  Why 
isn't  J-t  in  the  main  HCFA  area,  and  not  a  mile  and  a  half  away? 

Ai  The  FOIA  Office  is  in  the  same  area  as  the  Provider 
Reimbursement  Review  Board.  It  is  a  thrity  minute  walk  from  the 
main  building.  We  just  didn't  have  space  in  the  main  area. 

If  you  desire  to  ask  more  questions,  or  consider  more  please 
,  let   me   know.    I   am  prepared   to   testify   to   these,    and  have  been 
-j^involved  in  this  process  since  last  July.  There  really  is  a  problem 
here. 

Chairman  Stark  -  before  I  did  this  project  for  a  Walnut  Creek 
.    California   Accounting    firm,    which    specializes    in   hospital  cost 
reporting,  I  did  not  believe  the  stories  about  HCFA  being  obtuse, 
backward,  recalcitrant  and  bureaucratic.  Let  me  assure  you,  I  could 
tell  you  some  stories.  My  exposure  has  been  broadened. 

I  also  want  to  praise  one  person.  Mr.  Charles  Booth,  the 
Director  of  the^Office  of  Payment  Policy,  has  always  been  helpful 
as  has  been  the  Branch  Chief,  Ed.  Rees,  of  the  Hospital  Branch  and 
Hospital  Division.  But  almost  uniformly,  the  rest  of  the  personnel 
are  suspicious,  slow  to  repsond,  argumentative,  and  uncooperative. 
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Mr.   Cirrincione   is  a  model  of  the  reluctant  to   release,    slow  to 
respond,  and  ready  to  obfuscate  bureaucrat. 

HCFA  does  not  comply  with  FOIA  in  either  spirit  or  action.  It 
is  my  guess  that  more  than  400  million  hs  been  distributed  by  thisd 
process,  but  that  not  even  the  Fiscal  Intermediaries  know  what  has 
been  done,  why  it  has  been  done,  or  who  has  done  it,  except  of 
course  those  that  they  submitted. 

If  I  were  going  to  correct  this,  I  "ould  ask  the  Comptroller 
General  to  look  into  the  issues  presented.  For  one  thing,  I  am 
almost  certain  the  the  Fiscal  Intermediaries  make  their  own 
policies  and  vary  greatly  in  the  help  they  give  in  the  process.  A 
case  in  point:  Does  it  surprise  you  that  the  Alabama  Fiscal 
Intermediary,  on  behalf  of  the  University  of  Alabama  Medical 
Center,  submitted  an  eight  volume  set  for  exceptions  awards  for 
that  medical  center.  This  is  the  only  case  where  the  FI  did  the 
work  for  the  provider  that  I  knew  of.  Could  that  have  been  done 
while  an  Alabama  Native  was  in  the  HCFA  excecutive  offices?  I  don't 
doubt  that  the  process  was  proper,  but  that  some  have  access  tgo 
the  proper  process  and  some  do  not. 

If  I  were  to  ask  the  Comptroller  General  to  look  into  this. 
I  would  ask  that  he  plot  the  location  of  the  exception  award 
providers,  and  type  of  award.  A  map  might  show  some  interesting 
anomalies,  I  think. 

Further,  I  would  ask  him  to  comment  on  HCFA  internal  processes 
in  the  granting  and  maintenance  of  exceptions  awards.  Can  the  data 
bases  be  made  available  to  those  that  request  them?  Should  the 
appropriate  HCFA  official,  in  this  case  either  the  Division  Chief, 
be  required  to  maintain  an  exceptions  "chron"  file?  He  does  not  do 
so  now,  I  am  advised. 

Further,  I  have  not  touched  on  the  Provider  Reimbursement 
Review  Board.  Surely  a  properly  designated  agent  should  be  able  to 
read  public  files  and  extract  information  and  make  notes  from  them. 
After  all  the  hearings  of  the  board  are  open  to  the  public,  are 
they  not.  Can  you  imagine  a  U.  S.  Court  House  where  attorneys  and 
others  could  not  inspect  public  files? 

Finally,  should  or  even  could  Fiscal  Intermediaries  be 
required  to  report  their  "adjustments"  to  base  year  cost  decisions? 
Would  it  really  be  necessary  for  an  individual  to  contact  the 
Intgermediaries  and  get  the  decisions  from  them  one  by  one? 

This  narrow  area  is  an  example  of  a  situation  where  good 
management  practices  would  serve  all  concerned.  Right  now,  if  you 
want  an  exception  claim,  you  hire  a  CPA  Firm  or  a  law  firm  who  has 
hired  a  retired  "insider"  such  as  Mario  Dimaling  from  Northern 
California  Bluye  Cross  &  Blue  Shield.  It  really  should  not  work 
that  way,  and  it  need  not.  It  isshortsighted  to  keep  documents  out 
of  the  hands  that  have  a  legitimate  right  to  the.  It  makes  for 
unncessary    suspicion,    rumor,    innuendo r    and    ultimately  release 
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either  directly  or  through  the  "grapevine".  No  one  is  served  well 
by  hiding  how  the  governement  actually  pays  providers  in  exceptions 
circumstances.  In  a  country  of  laws,  not  men,  it  is  vital  that  this 
problem  area  be  addressed  and  corrected  as  expeditiously  as 
possible.  Only  good  management  techniques  and  condor  need  be 
applied,  I  think  .  How  can  dozens  of  fiscal  intermediaries  make 
uniform  policy,  awards,  and  guidance  to  their  providers  without 
good  management  techniques,  and  the  distribution  of  information? 

If  I  can  be  of  help,  do  not  hesitate  to  contact  me  for  either 
testimony  or  discussion. 


Sincerely , 


Thomas  G.  Schongaila 
Economist  and  Reporting  Divison 
Exceptions  Reporting  Service 


(202)  484-7582 
Incl:  proposed  testimony 
&  documents . 
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APPENDIX  A. 

Exception  Reporting  Service,  Ltd.,Exceptions  Granted  Fiscal  1984  To 

Present 

Hospital 

Hospital                                             Date                Fiscal  Amount 

Name                                              Awarded              Year  Awarded 

Mcintosh  County  Memorial              Feb  19,  1989             85  $68,143 

86  24,645 

St.  Vincent.  General  Hosp.               Jun  10,  1988             86  3,215 

87  8,000 

Sheridan  County  Memorial               Aug  27,  1986             84  N/A 

Sheridan  County  Memorial              Aug  27,  1986             85  N/A 

Dickey  County  Memorial                  Aug  23,  1988             84  N/A 

Roane  General  Hospital                  Jun  10,  1989             87  215,649 

Panola  General  Hospital                  Sep  25,  1989             87  210,381 

Panola  General  Hospital                 Nov  19,  1988             85  273,696 

Panola  General  Hospital                 Nov  19,  1988             86  315,853 

Panola  General  Hospital                 Nov  19,  1988             87R  220,497 

Panola  General  Hospital                  Oct  10,  1989             88  292,144 

Roane  General  Hospital                  Feb  14,  1989             86  296,713 

Roane  General  Hospital                  Oct  3,  1989             88  48,485 


Prospective  Payment  Exempt  Hospital 


Hospital 

Hospital                                            Date               Fiscal  Amount 

Name                                               Awarded              Year  Awarded 

General  Hospital                             Jan  23,  1987             84  N/A 

General  Hospital                             Jan  23,  1987             85  N/A 

Kings  View  Hospital                        Jan  17,  1989             86  39,291 

Idaho  Elks  Rehab.                          Aug  8,  1988             85  123,205 

Santa  Barbara  Memorial                  Sep  24,  1985             85  not  known 

Memorial  Hospital                             undated                87  165,141 

Mercy  Medical  Center                     Dec  11,  1987             85  220,843 

Gonzalez-Martinez  One.                  Mar  30,  1987             85  N/A 

Montgomery  County  Emerg  Svc            undated                85  N/A 

Montgomery  County  Emerg  Svc            undated                86  N/A 

New  England  Sinai  Hosp.                 May  19,  1987            84  1,35 1 

85  502,473 

86  312,298 
87R  103,265 

Peninsula  Hospital                          Aug  9,  1989             85  165,733 

86  4,523 

87  N/A 

Memorial  Regional  Rehab.                 undated                86  159,163 

St.  Johns  Regional  Med  Ctr                 undated                85  94,041 

undated                86  432,090 

St.  Vincent  Charity  Hosp.                   undated                84  62,567 
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Prospective  Payment  Exempt  Hospital 


Hospital 
Namg 


Hospital 

Date 
Awarded 
undated 


Fiscal 


Year 
87 
86 
86 
85 
84 
86 
86 
85 


Awarded 
518,073 
236,241 
81,881 


Amount 


Norfolk  Psychiatric  Cen. 
Portsmouth  Psych.  Cen. 
Parkland  Hospital 
45th  Street  Mental  Hlth  Ctr 
Memorial  Hospital  System 
Children's  Hospital  of  Wise 
Ten  Broeck  Hospital 
Touro  Infirmary 


Apr  17,  1989 
Apr  17,  1989 


Aug  24,  1988 


Apr  12,  1989 


undated 
undated 


undated 


undated 


N/A 
150,778 
N/A 
334,623 
N/A 


Pending  Claims  as  of  October  21,  1989  -  Hospital  Division.  Office  of 
Payment  Policy 

St.  Mary's  Hospital 
Coliseum  Medical  Center 
Immanuel  Medical  Center 
Mountain  View  Hospital 
Mira  Loma  Hospital 
Warm  Springs  Hospital 
UCLA  Neuropsychiatric 
City  of  Hope  Hospital 
Santa  Clara  Valley  Hospital 
Peninsula  Hospital 
Highland  General  Hospital 
Sacred  Heart  Medical  Center 
Cardinal  Glenn  Hospital 
Harris  Methodist  Hospital 
Metropolitan  Hospital 
Grady  Memorial  Hospital 


Massachusetts  Hospital 
Gaylord  Hospital 
Medical  College  of  Virginia 
Harris  Methodist 
Doctors  Memorial  Hospital 
Kaiser  Foundation  Hospital 
Rhode  Island  Memorial  Hospital 
Maryland  Mental  Health 
San  Lucas  Hospital 
Timken  Mercy  Hospital 
Ravenswood  Hospital 
Cumberland  Hospital 
Roane  General  Hospital 
Leo  Levi  Arthritis  Hospital 
Dobyns  David  Hospital 
Kern  Vfew  Hospital 
Santa  Rosa  Medical  Center 
Northwest  Hospital 
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Hanover  General  Hospital 
Craven  Regional  Medical  Center 
Eastern  Oregon  State 
Charlotte  Rehabilitation 
Panola  General  Hospital 
Benson  Hospital 
Palo  Verde  Hospital 
Community  Mental  Health 
Memorial  Hospital 
Mount  Vernon  Hospital 
Presbyterian  Hospital 
Burlington  Medical  Center 
Cavalier  Memorial  Hospital 
Sacred  Heart  Hospital 
Harbor  Michigan 
Wayne  Memorial  Hospital 
Sacred  Heart  Hospital 
Enloe  Memorial  Hospital 
Memorial  Hospital 
Children's  Hospital  of  Louisiana 
Rancho  Los  Amigos 
Eastern  Oregon 
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HOSPITAL  EXCEPTIONS  GRANTED  FISCAL  1984  TO  PRESENT 


SOLE  COMMONITY  PROVIDERS  GRANTED  EXCEPTIONS 


HOSPITAL 


NAME 


Mcintosh  County  Memorial 
St.  Vincent  General  Hospital 

n  n  n  n 

Sheridan  County  Memorial 
Sheridan  County  Memorial 
Dickey  County  Memorial 
Roane  General  Hospital 
Panola  General  Hospital 
Panola  General  Hospital 
Panola  General  Hospital 
Panola  General  Hospital 
Panola  General  Hospital 
Roane  General  Hospital 
RoaneGeneral  Hospital 


DATE 

FISCAL 

AMOUNT 

AWARDED 

YEAR 

AWARDED 

Feb 

1989 

[85] 

$68,143 

n 

n 

II 

[86] 

24,645 

Jun 

10, 

1988 

[  861 

3 , 215 

n 

[871 

8,000 

Aug 

27, 

1986 

[841 

-0- 

Aug 

27, 

1986 

[851 

-0- 

Aug 

23, 

1988 

[841 

-0- 

Jun 

10, 

1989 

[871 

215,649 

Sep 

25, 

1989 

[871 

210,381 

Nov 

19, 

1988 

[851 

273,696 

Nov 

19, 

1988 

[861 

315,853 

Nov 

19, 

1988 

[87R1 

220,497 

Oct 

10, 

1989 

[881 

292,144 

Feb 

14, 

1989 

[861 

296,713 

Oct 

3, 

1989 

[881 

48,485 

PROSPECTIVE  PAYMENT  EXEMPT  HOSPITALS  &  UNITS ! 


HOSPITAL 
NAME 


DATE 
AWARDED 


FISCAL 
YEAR 


AMOUNT 
AWARDED 


General  Hospital 
General  Hospital 
Kings  View  Hospital 
Idaho  Elks  Rehabilitation 
Santa  Barbara  Memorial  [new] 
Memorial  Hospital 
.Mercy  Medical  Center 
Gonzalez-Martinez  Oncology 
Montgomery  County  Emerg  Svc 
Montgomery  County  Emerg  Svc 
New  England  Sinai  Hospital 


Peninsula  Hospital 


Memorial  Regional  Rehab 
St. Johns  Regional  Med  Ctr 

II         n  II  n  n 

St.  Vincent  Charity  Hospital 

n  II  H  " 

Norfolk  Psychiatric  Center 
Portsmouth  Psychiartic  Center 
Parkland  Hospital 


Jan  23,  1987 
Jan  23,  1987 
Jan  17,  1989 
Aug  8,  1988 
Sep  24,  1985 
copy  undated 
Dec  11,  1987 
Mar  30,  1987 
copy  undated 
copy  undated 
May  19,  1987 


Aug 


1989 


copy  undated 
copy  undated 
copy  undated 
copy  undated 
copy  undated 
Apr  17,  1989 
Apr  17,  1989 
undated  copy 


[84] 

[851 

[861 

[851 

[851 

[871 

[851 

[851 

[851 

[861 

[841 

[851 

[861 

[87R1 

[851 

[861 

[871 
[861 
[851 
[861 
[841 
[871 
[861 
[861 
[851 


-0- 
-0- 
39 , 291 
12  3,205 
not  known 
165,141 
220,843 
-0- 
-0- 
-  0  - 
1,351 
502,473 
312,298 
(103,265) 
165,733 
4,523 
-0- 
159,163 
94,041 
432,090 
62,567 
518,073 
236,241 
81,881 
req  info 
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ifnild  Yon  Believe  $75,000?  Okay,  S23,500 

Justice  Dept.  Is  Caught  Inflating  Cost  ofFOIA  Compliance 


By  George  Lardner  Jr. 

iPiMSuifWmcr 


•  •  The  justice  Department  has  been 
caught  inflatmg  the  costs  of  com- 
plying with  the  Freedom  of  Infor- 
mation Act  Rep.  Robert  E.  Wise  jr. 
a)-W.Va.)  said  yesterday. 
^"Ordinary  citizens  are  usually  the 
victims  when  government  agencies 
mfiate  the  cost  to  discourage  FOIA 
requestors.  The  justice  Depart- 
meot  example  is  particularly  egre- 
gious. Wise  said,  because  the  target 
of  the  misrepresentauou  was  the 
Supreme  Court. 

The  issue  arose  las:  year  when 
Tax  Analysts,  a  weekly  magazme. 
asked  the  department  tor  copies  of 
federal  district  court  tax  opinions 
regularly  compiled  by  the  agency's 
Tax  Division. 

Officials  at  Justice  refused  to 
make  the  records  available  under 
the  Freedom  of  Information  Act. 
saying  the  rulings  were  already 
pubhclv  available  at  courthouses 
around  the  countn-.  But  the  U.S. 
Court  of  .\ppeais  here  neld  thai  tne 
department's  copies,  regularly  iden- 
tified in  weekly  logs,  were  covered 
by  the  FOl.^  ana  had  oeen  "improp- 
erly withneld." 

Seeking  relief  in  the  Supreme 
Coun,  the  department  told  the 
court  that  makmg  the  rulings  avail- 


able would  "impose  enormous  ad- 
mimstrauve  costs"  on  the  govern- 
ment and  would  cost  nearly 
$75,000  a  year  "for  search  time 
alone." 

The  $75,000  estimate,  then-So- 
licitor General  Charles  Fried  said, 
was  based  on  "an  actual  experi- 
ment" in  which  it  took  "an  experi- 
enced paralegal"  80  hours  to  track 
down  29  of  the  court  opinions  cited 
in  one  of  Tax  Analysts'  weekly  lists. 

•The  Supreme  Court  ruled  8  to  1 
last  summer  that  the  department 
was  required  by  law  to  make  copies 
ot  the  tax  decisions  available  to  any- 
one who  wants  them. 

Wise,  chairman  of  the  House  sub- 
committee on  government  informa- 
tion, then  asked  the  General  Ac- 
counting Office  to  check  on  the 
costs  "because  there  have  been  per- 
sistent complaints  that  agencies 
overstate  the  costs  of  responding  to 
FOIA  requests. 

"An  agencv  that  does  not  want  to 
release  documents  sometmies  telis 
a  requestor  that  the  costs  will  be 
enormous."  Wise  said.  "This  is  a 
game  that  agencies  play  to  discour- 
age the  use  of  the  FOIA." 

GAO  auditors  found  tnat  instead 
of  having  paralegals  engage  in  tre- 
netic  searches,  the  Tax  Division 
simply  duplicates  all  of  the  tax  rul- 
ings it  gets  and  sends  them  to  a 


central  reading  room  open  to  the 
public  twice  a  week.  The  cost.  GAO 
found,  is  expected  to  be  $23,500  a 
year,  including  space  rental  and  du- 
plication costs.  That  is  less  than  a 
third  of  what  the  Supreme  Court 
was  told  it  would  cost  just  to  find 
the  rubngs.  In  addition,  revenues 
from  making  copies  for  the  public  at 
10  cents  a  page  will  offset  some- 
what "legs  than  a  third"  of  the  ex- 


The  GAO  report,"  Wise  said, 
"shows  that  the  Justice  Department 
played  this  same. game  at  the  Su- 
preme Court ....  The  lesson  to  be 
drawn."  he  concluded,  "is  that  no 
court  anywhere  in  the  country 
should  accept  or  rely  upon  any  cost 
figures  provided  by  the  Justice  De- 
partment in  an  FOIA  case.  The 
GAO  report  suggests  that  the  de- 
partment's zeal  to  win  cases  and  to 
deny  information  to  the  public  is  so 
strong  that  the  deoartment  is  not 
providing  reasonable  or  accurate 
cost  estimates." 

Asked  to  comment,  department 
spokesman  Dan  Eraniian  said.  "I 
can't  speak  lor  other  agencies  but 
the  reading  room  is  up  and  running 
and  the  annual  costs  will  be  sub- 
stantially less  than  the  $75,000  we 
estimated  ....  The  tact  that  we 
have  done  this.  1  thinK,  makes  the 
accusation  groundless." 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Health  Care  Financing  Administration 


Refer  to:  CjFUiAU^^U 


6325  Security  Boulevard 
Baltimore.  MD  21207 


NOV  0  8  1989 


Mr.  Thomas  G.  Schongalla 


Suite  101 
1250  Fourth  Street,  S.W. 
Washington,  D.C.  20024 

Dear  Mr.  Schongalla: 

This    letter  is    to    confirm  oxir    meeting    scheduled  for  Friday, 
November  17,  at  10:30  a.m.,  in  my  office. 

With  regard  to  your  request  for  on-site  access  to  the  Provider 
Reimbursement  Review  Board  (PRRB)  hearing  files,  the  PREB  has 
determined  that  such  an  arranganent  is  not  feasible.  Rather  than 
open  all  PRRB  files  to  you,  or  to  any  requester,  you  are  asked  to 
designate  those  cases  which  you  wish  to  see  and  the  PRRB  will 
copy  them  for  release  to  you. 

The  cxirrent  PRRB  filing  system  does  not.  include  a  reference  by 
issue  or  subject.  However,  the  Coirenerce  Clearing  House 
Medicare/Medicaid    Guide      publishes    PRRB    decisions.  It  is 

suggested  that  this  reference  source  would  be  useful  in 
determining  those  cases  which  you  wish  to  see. 

Access  to  records  for  pending  PRRB  cases  must  be  denied  under 
exemption(b)  ( 5 )  of  the  Freedom  of  Information  Act.  This 
exemption  permits  the  withholding  of  "inter-agency  or  intra- 
agency  memorandums  or  letters  which  would  not  be  available  by  law 
to  a  party  other  than  an  agency  in  litigation  with  the  agency." 
This  exemption  protects  records  for  pending  cases  becaxise  they 
are  predecisional ,  deliberative  records. 

If  you  have  reason  to  believe  that  any  denied  record  should  not 
be  exempt  from  disclosure,  you  may  appeal.  Yotir  appeal  should  be 
mailed  witin  30  days  to:  The  Deputy  Administrator,  Health  Care 
Financing  Administration,  Ro<xa  700  East  High  Rise  Building,  6325 
Security  Boulevard,  Baltimore,  JHtaxyland  21207.  Please  mark  your 
envelope  "Freedom  of  Information  Act  Appeal . " 


Sincerely  yours. 


Rosario  Cirrincione 

Dixector,  Freedom  of  Information  Division 
Office  of  Public  Affairs 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Health  Care  Financing  Administration 


Refer  to:  C9FOIA1142 


6325  Security  Boulevard 
Baltimore,  MD  21207 


rE2  08  :::: 


Mr.  Thomas  G.  Schongalla 


1250  Fourth  Street,  S.W. 
Suite  101 W 

Washington,  D.C.  20024 
Dear  Mr.  Schongalla: 

This  is  in  reply  to  your  December  4,  1989,  Freedom  of  Information  Act  (FOIA) 
request  for.specific  information  regarding  sole  comaranLty  providers. .  Your  request 
was  rei^Eed^^alkten  regional  offices  for  their  direct  reply  to  you  regarding 
item  I. 

We  have  been  advised  by  the  Division  of  Dialysis  and  Transplant,  in  the  Bureau  of 
Policy  Development,  that  their  files  contain  approximately  900  renal  exception 
decision  letters.  These  letters  are  not  contained  in  a  reading  file  or  a 
correspondence  file  for  the  Division  or  the  Office  Director.  They  must  be  searched 
for  and  pulled  from  the  complete  exception  request  files.  Due  to  the  requirement 
under  OBRA,  to  render  decisions  on  renal  exception  requests  within  60  days,  the 
Exceptions  Branch  staff  will  be  limited  to  expending  three  hours  per  week 
compiling  the  renal  exception  letters  you  requested.  These  copies  will  be 
forwarded  to  this  office  monthly.  We  will  then  release  the  documents  to  you. 

All  search  for  files  and  within  files,  and  the  disassembly  of  the  files  and/or  letters 
is  chargeable  to  the  requester.  At  a  rate  of  $10  per  hour,  we  estimate  this  will 
total  $600.  The  renal  exception  decision  letters  average  four  pages  in  length.  Thus 
the  copying  charge  for  the  letters  will  total  $360.  The  total  cost  for  this  one  item 
from  your  request  will  be  approximately  $960.  Considering  that  your  request  seeks 
numerous  other  records,  we  will  require  an  advance  payment  of  $1,200.  If  the  full 
cost  of  processing  your  request  is  less  than  this  amount,  we  will  refund  the 
difference.  If  the  fuU  cost  of  processing  your  request  exceeds  this,  amount,  you 
will  be  billed  at  a  later  date  for  the  balance. 


Sincerely  yours. 


Rosario  Cirrincione 

Director,  Freedom  of  Information  Division 
Office  of  Public  Affairs 


Enclosure:  Invoice 
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IMPORTANT;  RETURN  A  COPY  OF  THIS  INVOICE  WITH  REMITTANCE 

INVOICE  OF  FEES  FOR  FOIA  SERVICES 

(45  CFR  5.431  


CASE  NUMBER: 
C9F0IA1142 


DATE 


MATERIAL  REQUESTED: 
Exception  Requests 


C 
H 

AT 
RO 
G 
E 


ORGANIZATION: 


STREET  ADDRESS 

1250  Fourth  Street.  S.W. 


Suite  lOlW 


NUMBER 

CHARGE 

REPRODUCTION 

4,000 

400.00 

EACH  PAGE  lOe 

OTHER  (e.g.  COMPUTER 
PRINTOUT 

SEARCH  FEES;  Per  hour  (Based  on  Salary  of  Searcher) 

Level  1--$10 

60 

600.00 

Level  2— $20 

10 

200.00 

Level  3— $36 

REVIEW  FEES;  Per  hour  (Based  on  Salary  of  Reviewer) 

Level  1— $10 

Level  2— $20 

Level  3— $36 

SPECIAL  SERVICES: 

CERTIFICATION  ($10.00) 

RETURN  RECEIPT  ($1.35) 

OTHER 

^^^^^^^HH^IH         PAY  TOTAL  OF 

$  1.200.00 

Questions  regarding  enclosed  material  or  charges,  call:  301-966-5357  

MAKE  CHECK  OR  MONEY  ORDER  PAYABLE  TO:  DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES,  AND  REMIT  WITH  A  COPY  OF  THIS  INVOICE  TO: 

DHHS/HCFA,  DIVISION  OF  ACCOUNTING 
 P.O.  BOX  17255,  BALTIMORE,  MD  21203-7255  

PLEASE  INCLUDE  THE  CASE  NUMBER  ON  YOUR  CHECK  OR  MONEY  ORDER 

Enclosed  is  paynr^ent  of  $  by  check  □      money  order  □  


Payment  may  also  be  made  by  credit  card.  Provide  the  following  information: 

VISA  Account  #  _______  MASTERCARD  Account  #   

Expiration  Date    Name  (PRINT)  


I  hereby  authorize  the  DHHS  to  charge  my  FOIA  bill  to  the  above  account  by  referring 
this  information  to  the  appropriate  financial  institution(s). 

Authorized  Signature  Date  

If  payment  is  not  made  within  30  days  of  the  date  of  this  invoice,  interest  and  administrative 
costs  will  be  assessed  and  future  requests  for  information  will  not  be  honored  until  payment 
is  made.  Your  name  and  account  information  will  be  turned  over  to  a  private  collection 
agency  and  credit  bureau  if  your  account  becomes  60  days  overdue  and  associated  costs 
will  be  added  to  the  account.  Additional  penalties  of  six  percent  will  be  assessed  on  ac- 
counts delinquent  for  more  than  90  days  and  such  accounts  may  be  referred  to  the  IRS  or 
the  Justice  Department  for  judicial  action.  (The  Debt  Collection  Act  of  1982.) 


Form  HCFA-633  (1-88) 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Health  Care  Financing  Administration 


6325  Security  Boulevard 
Baltimore,  MO  21207 


■^AR23  1990 


"thomas  G.  Schongalla 

Health  Economist  and  Legislative  Analyst 
1250  Fourth  Street,  S.W.     Suite  101  W 
Washington,  D.C.  20024 

Mr.  Schongalla: 

This  is  to  inform  you  that  from  this  day  forward  all  business 
between  you  and  this  office  will  be  conducted  by  mail.  7ou 
had  previously  been  notified  that  you  would  be  admitted  to 
this  building  only  by  appointment.    You  have  chosen  to  ignore 
that  notification  and  to  "drop  in"  at  your  convenience  (I  do 
not  consider  your  statement  in  a  letter  or  by  phone  to  a  staff 
member  that  "you  will  stop  by"  on  a  given  day  to  constitute  an 
appointment).  Further,  when  you  do  gain  entrance  to  this 
building,  improperly  unless  you  are  being  escorted  by  my 
senior  analyst  or  me,  your  behavior  toward  staff  has  been 
rude,  intimidating,  loud  and  generally  disruptive  of  the  work 
environment . 

Therefore,  all  further  communications  between  us  will  in 
writing  and  in  strict  accord  with  the  standard  procedures  of 
this  office.     If  you  call,  I  have  instructed  staff  to  hang  up 
and  if  you  appear  at  the  building  entrance,  the  guards  will  be 
called  to  escort  you  away.     There  is  no  excuse  for  your 
behavior  and  I  will  not  subject  my  staff  to  further  abuse  from 


you. 


Rosario  Cirrincione 


cc:     Chuck  Booth,  BPD 
John  Trout,  OPA 
Elise  Smith,  PRRB 
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STATEMENT  OF  THE  HEALTH  INSURANCE  ASSOCIATION  OF  AMERICA  . 

The  Health  Insurance  Association  of  America  Is  pleased  to 
have  an  opportunity  to  contribute  to  the  record  of  the 
Subcommittee's  hearing  on  Fiscal  Year  1991  reconciliation  Issues 
relating  to  Medicare  waste  and  abuse.  Our  comments  will  focus  upon 
the  activities  of  our  member  Insurance  companies  that  contract 
with  the  government  to  process  and  pay  claims  for  Medicare-covered 
services . 

Nine  HIAA  member  companies  help  administer  Medicare  as  Part  A 
Intermediaries  and  Part  B  carriers  and  have  done  so  since  1966, 
when  Medicare  began.  They  are: 

Aetna  Life  and  Casualty  Company 
EQUICOR 

General  American  Life  Insurance  Company 
Mutual  of  Omaha  Insurance  Company 
Nationwide  Mutual  Insurance  Company 
Transamerica  Occidental  Life  Insurance  Company 
Cooperativa  de  Seguros  de  Vlda  de  Puerto  Rico 
Travelers  Insuremce  Company 

Wisconsin  Physicians  Services  Insurance  Corporation 

As  intermediaries  and  carriers  our  contractor  companies,  on  a 
not-for-profit  basis,  discharge  the  government's  responsibility 
for  paying  Medicare  beneficiaries  and  providers  of  service  in  a 
timely,  accurate  and  fiscally  responsible  manner.    We  take  pride 
in  our  long  record  of  professional  and  efficient  performance  of 
these  critical  program  tasks,  and  in  the  fact  that  the  Health  Care 
Financing  Administration  and  its  contractors  have  one  of  the 
lowest  overhead  costs  of  any  federal  government  program. 


Contractor  Payment  Safeguard  Activities 

In  their  work  for  the  Medicare  program,  carriers  and 
intermediaries  perform  many  vital  functions  that  assure  accurate 
payments.     Those  activities  fall  into  two  gei^eral  categories  - 
claims  processing  and  payment  safeguards 

Claims  processing  activities  involve  a  i^umber  of  reviews, 
some  of  which  are  automated  and  others  which  Involve  judgements 
exercised  by  trained  personnel.    These  checks;  verify  that  numerous 
payment  criteria  are  satisfied,  e.g.,  that  the  services  provided 
are  medically  necessary    and  covered  by  Medicare,  that  the  charge 
is  reasonable  in  amount,  and  that  the  claim  ijs  not  a  duplicate. 
While  claims  processing  can  result  in  denial  of  payment,  the 
process  also  identifies  claims  that  need  to  b^  subjected  to 
additional  payment  safeguard  review. 

Payment  safeguards  are  of  three  types,  medical  review, 
intermediary  audits,  and  assuring  that  in  certain  situations 
Medicare  is  the  secondary  payer  of  benefits  as  required  by  law. 

Carriers  perform  medical  and  utilization  reviey  of  all  Part  B 
claims.  Claims  that  fall  automated  screens  arei Individually 
reviewed  by  trained  examiners,  usually  nurses,  who  verify  the 
appropriateness  of  the  services  in  terms  of  the  amount  of  care 
provided  and  its  necessity  in  treating  the  patient's  condition. 
This  process  is  supervised  by  the  carrier's  me<^ical  director,  a 
practicing  physician.  | 

Under  Part  A  of  Medicare,  intermediaries  ajjdit  the  cost 
reports  submitted  by  providers  that  are  reimbursed  on  a  cost 
basis.    Hospital  outpatient  services  and  home  health  agency 
services  are  among  the  types  of  costs  audited. 

'  The  third  payment  safeguard  activity,  known  as  the  Medicare 
Secondary  Payer  Progrzun  (MSP) ,  is  intended  to  assure  that  Medicare 
is  secondary  payer,  where  appropriate,  to  such  other  sources  as 
auto  Insurance,  workmens  compensation  programs,  and  employer  group 
health  plans  covering  the  working  aged,  disabled  and  end  stage 
renal  disease  patients. 

In  addition  to  their  routine  payment  safeguard  activities 
carriers  and  intermediaries  also  identify  suspected  patterns  of 
abuse  and  follow  up  with  special  studies  and  investigations.  These 
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often  result  in  cases  being  referred  to  the  Inspector  General. 
More  often,  however,  it  is  possible  to  put  an  end  to  less  abusive 
practices  through  the  denial  of  claias  and  siibsequent  education  of 
providers . 

In  Fiscal  Year  1989,  the  government  paid  carriers  and 
intermediaries  $358  million  to  the  carry  out  program  safeguard 
activities.  The  contractors'  efforts  resulted  in  documented 
savings  to  Medicare  of  nearly  $4  billion  -  a  return  of  about  $11 
for  every  dollar  J.nvested.  Even  more  important  are  the  additional, 
uncounted  billions  in  program  abuses  that  did  not  occur  because 
they  were  discouraged  by  the  sentinel  effect  of  an  active  and 
visible  payment  safeguards  program. 


Cutbacks  in  Payment  Safeguards 

Despite  these  results,  and  despite  a  Congressional  directive 
that  funds  made  available  by  the  repeal  of  the  Medicare 
catastrophic  benefit  were  to  be  used  to  maintain  program 
safeguards  at  FY  1989  levels,  the  Administration  in  Fiscal  Year 
1990  has  cut  spending  on  these  activities  by  $26  million.  It 
acknowledges  that  this  reduction  in  activity  will  result  in  $37 
million  less  savings  due  to  medical  and  utilization  review,  $120 
million  less  due  to  provider  audits,  and  $335  million  less  from 
Part  B  MSP  activities.    In  order  to  save  $26  million  in 
appropriated  funds  for  contractor  operations,  the  Administration 
is  willing  to  tolerate  $492  million  in  unnecessary  Medicare 
benefit  payments.  It  would  be  difficult  to  imagine  a  more  classic 
example  of  the  government  being  "penny  wise  and  pound  foolish." 

This  cutback  -  at  a  time  when  payment  safeguard  spending 
should  be  increased  to  keep  up  with  continually  rising  nvunbers  of 
claims  -  has  resulted  in  carriers  and  intermediaries  laying  off 
highly-trained  and  experienced  medical  reviewers,  auditors  and 
investigators.  Contractors  are  able  to  use  cost-effective, 
automated  claims  screens  only  intermittently  rather  than  full- 
time,  sharply  reducing  the  program  savings  they  have  shown  they 
can  achieve.  Only  a  small  fraction  of  providers  are  being  audited 
compared  to  the  audit  levels  of  past  years.  Backlogs  of  MSP  cases, 
in  which  other  sources  have  been  tentatively  identified  as  liable 
for  primary  payment,  are  mounting  rapidly.  Sophisticated 
providers  are  increasingly  becoming  aware  that  monitoring  has 
slackened.  And  the  Administration  has  no  plans  to  increase  the 
funding  of  program  safeguard  activities  for  Fiscal  Year  1991! 

We  have  not  come  close  to  reaching  the  point  of  diminishing 
returns  for  contractor  operations  dollars  invested  in  payment 
safeguards.    Appropriate  funding  could  increase  trust  fund  savings 
to  6  or  7  billion  dollars  each  fiscal  year.    The  barely  adequate 
funding  proposed  for  safeguard  activities  next  year  will  result  in 
the  needless  waste  of  hundreds  of  millions  of  trust  fund  dollars 
in  payment  of  inappropriate  or  fraudulent  claims  that  would  be 
detected  or  prevented  by  a  better  funded,  more  vigorous  effort. 

Claims  Processing  Costs 

The  cost  to  the  government  of  its  Medicare  contractors 
operations  is  largely  a  function  of  the  number  of  claims  they  must 
process  each  year. 

Vfhile  the  average  administrative  cost  per  claim  processed  has 
been  lowered  nearly  every  year  -  and  that  record  of  improvement 
will  continue  in  the  future  -  it  is  the  overall  number  of  claims 
processed  that  largely  determines  the  cost  of  contractor 
operations  in  any  fiscal  year. 

The  overall  FY  1990  funding  requested  for  contractor 
operations  is  only  4  percent  above  the  Administration's  estimate 
of  costs  for  the  current  fiscal  year  -  and  that  includes  3.3 
percent  for  inflation.    The  justification  offered  for  such  a  small 
increase  is  that  the  number  of  Medicare  claims  received  in  FY  1991 
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is  going  to  be  only  0.2  percent  higher  thani  the  mimber  estimated 
for  this  year,  and  the  cost  of  processing  this  slight  increase  in 
workload  will  be  more  than  offset  by  improvements  in  contractor 
efficiency. 

The  Administration  is  correct  in  assuiUing  that  contractor 
efficiency  will  increase  -  provided  there  is  sufficient  funding  of 
the  necessary  systems  improvements  and  other  changes  -  but  its 
prediction  that  the  increase  in  claims  load  will  be  only  0.2 
percent  can  only  be  described  as  unrealistic  and  unsupported  by 
credible  evidence.    During  the  past  decade/  the  annual  growth  in 
numbers  of  claims  has  averaged  10  percent. 

There  is  nothing  in  current  claims  trends  to  indicate  that 
the  claims  load  will  plummet  next  year.    Quite  to  the  contrary,  we 
have  every  reason  to  believe  that  in  FY  1991  contractors  will 
receive  very  close  to  600  million  claims. 

The  funding  of  claims  processing  and  related  activities  at 
the  level  requested  by  the  Administration  -  despite  improvements 
in  contractor  efficiency  -  will  result  in  a  backlog  of  between  45 
and  52  million  unprocessed  claims  by  year-end.    This  will  be  an 
administrative  disaster  for  contractors  and  will  place  them  in 
violation  of  Medicare's  legislated  claims  payment  deadlines.  It 
will  generate  higher  costs  in  the  contractors*  beneficiary 
communications  and  provider  relations  work  as  they  struggle  under 
a  wave  of  complaints  from  beneficiaries,  doctors  and  hospitals. 
Finally,  it  will  cost  Medicare  millions  of  dollars  in  interest 
penalties  imposed  on  late  claim  payments. 

The  accurate  and  timely  processing  of  claims  is  the 
contractor's  most  essential  task,  the  performance  of  which  is 
central  to  the  credibility  of  the  entire  program.    In  past  years, 
the  Administration  and  Congress  have  cooperated  to  provide 
sufficient  funds  for  the  necessary  work.    However,  if  the 
contractors'  budget  proposed  for  FY  1991  is  enacted,  it  will 
result  in  a  breakdown  in  basic  claims  processing  which  may  place 
the  stability  of  the  entire  program  in  peril. 

In  closing,  we  would  like  to  state  our  appreciation  for  the 
Subcommittee's  support  for  funding  Medicare  contractors  operations 
in  Fiscal  Year  1991  at  the  adequate  level  of  $1,583  billion, 
rather  than  the  $1,410  billion  proposed  by  the  Administration. 
Contractor  operations  represent  less  than  1 . 5  percent  of  Medicare 
costs,  yet  the  dollars  Invested  in  them  are  vital  to  maintaining 
the  financial  integrity  of  the  program  in  an  era  of  ever-rising 
health  care  costs  and  trends  of  utilization. 
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STATEMENT  TO  THE  WAYS  AND  MEANS  SUBCOMMITTEE  ON  HEALTH 
MEDICARE  PAYMENT  FOR  EPO 


The  Renal  Physicians  Association  (RPA)  is  pleased  to  submit  this  statement  for  the  hearing  record 
of  Thursday,  June  14,  1990  concerning  FY  91  reconciliation  issues  relating  to  Medicare  waste  and 
abuse.  We  will  focus  our  statement  on  Medicare  payments  for  erythropoietin  (EPO). 

Background 

In  June  1 989,  the  Food  and  Drug  Administration  (FDA)  approved  for  use  recombinant 
erythropoietin,  providing  a  therapeutic  breakthrough  for  end  stage  renal  disease  (ESRD)  patients. 
EPO  increases  the  body's  production  of  red  blood  cells  and  therefore  corrects  anemia  and 
reduces  the  need  for  transfusions  in  these  patients.  More  importantly,  this  drug  has  contributed 
to  greatly  improving  the  quality  of  life  for  many  ESRD  patients.  For  these  reasons,  RPA  was 
strongly  supportive  of  the  FDA's  action. 

Also  in  June  of  last  year.  Medicare  began  to  cover  payment  for  EPO.  This  coverage  is  limited  to 
patients  in  dialysis  facilities  and  to  dialysis  and  predialysis  patients  in  physicians'  offices.  [As  an 
aside,  RPA  has  supported  current  legislative  efforts  to  amend  Medicare  law  to  allow  for  the  self- 
administration  of  EPO.  This  would  allow  home  dialysis  patients  to  receive  EPO.  We  do  believe 
that  home  dialysis  patients,  particularly  those  in  rural  areas,  are  being  denied  access  to  this 
extremely  valuable  drug.  Allowing  these  patients  to  self-administer  EPO  would  alleviate  the 
access  problem.] 

For  EPO  administration  in  a  dialysis  facility,  Medicare  has  set  a  rate  of  $40  for  any  dose  under 
1 0,000  units  administered  to  increase  a  patient's  hematocrit  to  a  target  level.  For  any  additional 
amount  needed  to  raise  the  hematocrit  to  this  target  level,  Medicare  will  pay  an  additional  $30. 
Medicare  pays  for  EPO  as  an  add-on  to  the  composite  rate  (amount  paid  to  a  facility  for  dialysis 
services),  without  adding  any  additional  payment  for  staff  time  or  supplies,  considering  that  these 
additional  services  are  covered  by  the  composite  rate. 

EPO  Is  also  covered  by  Medicare  when  administered  in  a  physician's  office.  Medicare  pays,  in 
this  case,  on  a  fee-for-service  basis,  setting  approved  charges  based  on  customary,  prevailing 
and  reasonable  charges.  Physicians  receiving  the  monthly  capitated  payment  for  the  care  of  a 
dialysis  patient,  receive  an  additional  amount  to  cover  the  cost  of  EPO  and  the  supplies  to 
administer  it.  Again,  physician  time  is  not  covered,  as  it  is  considered  to  be  included  In  the 
monthly  capitated  payment. 

Medicare  is  the  chief  payor  of  medical  expenses  of  dialysis  patients  in  the  United  States,  covering 
about  93  percent  of  this  population.  It  will  continue  to  dominate  payments  for  EPO.  There  is 
therefore  a  pressing  need  to  put  in  place  a  reimbursement  system  for  EPO  which  is  appropriately 
structured. 

The  Problem 

Most  available  data  suggests  that  the  majority  of  facilities'  costs  are  being  covered  by  Medicare 
payments  for  EPO.  A  report  of  the  Office  of  Technology  Assessment  (OTA),  "Recombinant 
Erythropoietin:  Payment  Options  for  Medicare,"  points  out  that  the  average  dose  per  treatment  is 
2700  units  and  the  Medicare  approved  charge  has  averaged  about  $41  per  treatment.  A  survey 
of  selected  dialysis  facilities  found  that  product  cost  per  treatment  averaged  at  about  $28.  One 
facility  stated  that  its  costs  of  labor,  supplies  and  financing  amounted  to  $4  per  treatment.  This 
total  of  $32  per  treatment  would  lead  one  to  believe  that  facilities  are  profiting  by  an  average  of  $9 
per  treatment  of  EPO. 

RPA  believes  strongly  that  this  drug  should  be  administered  as  needed,  because  of  its  great 
benefits,  and  that  profits  should  not  be  made  from  its  administration.  We  do  also  believe  that 
losses  should  not  be  suffered  from  administering  a  needed  amount  over  and  above  that  covered 
by  Medicare.  The  system  needs  to  be  restaictured  such  that  doses  of  EPO  can  be  given 
appropriately. 

As  the  OTA  report  points  out  so  accurately,  many  factors  must  be  taken  into  account.  First,  doses 
do  vary  from  patient  to  patient.  Effectiveness  of  EPO  can  be  related  to  a  patient's  total  body 
weight,  e.g.  a  200  pound  male  needs  more  EPO  than  a  120  pound  female.  Therefore,  the 
average  dose  of  2700  units  per  treatment  may  not  be  enough  for  a  number  of  patients.  Clinical 
studies  on  dosage  found  that  during  the  initial  phase  of  administering  EPO,  before  the  target 
hematocrit  was  reached,  about  55  percent  of  the  patients  responded  to  doses  equivalent  to  3000 
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units  per  patient.  However,  these  trials  also  found  that  over  5,000  units  per  treatment  were 
needed  for  80  percent  of  the  patients  to  respond. 

Doses  vary  for  a  variety  of  reasons,  with  every  patient  l)eing  different.  In  an  ideal  situation,  a 
patient  would  reach  the  target  hematocrit  gradually  over  an  80  day  period.  However,  some 
patients  reach  this  target  earlier,  some  never  reach  it  in  an  80  day  period.  Many  different  factors 
must  be  taken  into  consideration  on  a  patient-by-patient  basis.  If  a  patient  is  not  reaching  the 
target  hematocrit  in  an  appropriate  time  frame,  the  reasons  for  this  must  be  explored  and  dosages 
possibly  changed.  Doses  may  also  vary  depending  upon  the  phase  of  treatment.  While  patients 
may  need  greater  amounts  to  initially  attain  the  target  level  hematocrit,  maintenance  dosages  may 
be  lower.  Thus,  the  average  dose  and  attendant  profits  may  change  over  time,  wan-anting  further 
data  on  Medicare's  long  term  experience  with  EPO  reimbursement. 

Finally,  RPA  has  concerns  with  placing  EPO  reimbursement  under  the  umbrella  of  the  composite 
rate.  A  problem  with  which  we  are  currently  grappling  is  the  continual  bundling  of  services  under 
the  composite  rate  with  no  attendant  rate  increases.  Though  certainly  EPO  has  taken  the  place  of 
some  other  drugs  covered  by  the  composite  rate,  and  no  longer  necessary  with  the  advent  of 
EPO,  we  urge  Congress'  attention  to  this  matter.  This  service  of  providing  EPO  is  a  new  addition 
to  the  composite  rate,  and  more  data  is  needed  on  its  costs  to  the  program. 

Recommendations 

EPO  is  offering  to  many  dialysis  patients  the  chance  to  lead  a  more  normal  life.  In  many  cases,  it 
has  vastly  improved  a  patient's  quality  of  life.  Potential  for  them  to  return  to  work  and  again 
become  productive  members  of  society  has  been  enhanced.  As  physicians,  we  have  seen  this 
happen.  Because  of  the  many  benefits  of  these  drug,  it  is  imperative  for  patients  to  receive  the 
appropriate  dosage,  based  on  their  own  condition,  body  weight,  and  other  personal 
circumstances.  For  these  reasons,  we  would  like  to  make  the  following  recommendations: 

o        Structure  the  Medicare  payment  system  for  EPO  such  that  it  Is  based  on  dosage  with 
a  fee  built  in  to  cover  administrative  costs.  A  figure  around  $4  per  treatment  would  be 
appropriate.  This  will  ensure  that  patients  receive  the  dosage  they  personally  require, 
while  eliminating  any  loss  incun^ed  due  to  staff  time  or  other  administrative  costs,  and 
preventing  any  entity  from  profiting  from  the  administration  of  EPO. 

o        Carefully  structure  a  utilization  and  quailty  review  program  to  prevent  over  usage. 

RPA  would  be  pleased  to  work  with  the  Congress  on  such  a  utilization  and  quality  review 
program,  to  address  any  concerns  raised  over  the  lack  of  a  cap  on  EPO  reimbursement. 

o        Amend  Medicare  law  to  allow  for  self-admlnlstration  of  EPO.  This  will  ensure  that  those 
home  dialysis  patients  who  are  unable  to  travel  to  a  facility  or  physician's  office  will  have 
equal  access  to  this  extremely  valuable  drug. 

Thank  you  for  this  opportunity  to  express  our  views.  We  look  fonward  to  working  with  the 
Congress  on  this  important  issue. 
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